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PROCEEDINGS. 

THE CLERK: All rise. Ramsey County 
District Court is again in session, the Honorable 
Kenneth J. Fitzpatrick now presiding. 

(Jury enters the courtroom.) 

THE CLERK: Please be seated. 

THE COURT: Good morning. 

(Collective "Good morning.") 

THE COURT: Counsel. 

MR. BERNICK: We call Dr. Scott Appleton. 
(Witness sworn.) 

THE CLERK: Please state your name and 
spell your last name. 

THE WITNESS: My full name is Bernard Scott 
Appleton. I go by Scott. 

THE CLERK: If you could spell your last 
name, please. 

THE WITNESS: A-p-p-l-e-t-o-n. 

THE CLERK: Thank you. Please have a seat. 
B. SCOTT APPLETON 

called as a witness, being first duly 
sworn, was examined and testified as 
follows: 

DIRECT EXAMINATION 

BY MR. BERNICK: 
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Q. Good morning. Dr. Appleton. 

A. Good morning. 

MR. BERNICK: Good morning, ladies and 
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4 gentlemen. 

5 (Collective "Good morning.") 

6 Q. Dr. Appleton, would you please tell us what 

7 company you work for. 

8 A. Brown & Williamson Tobacco Company. 

9 Q. And what's your position at Brown & Williamson 

10 today? 

11 A. I'm a director of scientific and regulatory 

12 affairs. 

13 Q. Okay. I'd like you to tell us a little bit 

14 about your family background, where you were born and 

15 raised, and then go right into your education, 

16 beginning with your education in college. 

17 A. Well I was born in Schenectady, New York, in 

18 upstate New York, but raised in central Florida, 

19 Clearwater, Florida; got any batchelor's degree in 

20 human nutrition and food science at the State 

21 University of New York College at Buffalo; I obtained 

22 my master's degree in human nutrition from Iowa State 

23 University in Ames, Iowa; and my Ph.D. in 

24 environmental toxicology from Cornell University in 

25 Ithica, New York. 
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1 Q. Okay. I'd like to take a moment and have you 

2 give us a brief description of toxicology. You're a 

3 toxicologist; are you not? 

4 A. That's correct. 

5 Q. Could you tell the jury what toxicology is. 

6 A. Well I guess most simply phrased it's a study of 

7 poisons or the potential harmful effect of chemicals 

8 on living beings. 

9 Q. Okay. Could you tell us what it is that 

10 toxicologists do and how it relates to human disease. 

11 A. Well toxicology is — it's, by its very nature, 

12 a multi-disciplinary study, and what I mean by that 

13 is it relies upon many different sciences such as 

14 biochemistry, human physiology, anatomy, pathology, 

15 pharmacology, chemistry, in some cases nutrition, and 

16 it — and epidemiology and statistics as well, and it 

17 draws on all of these areas to try to make inferences 

18 about what the harmful effects of chemicals may be. 

19 Q. Okay. Does toxicology involve gathering 

20 experimental data in laboratories? 

21 A. Yes, it does. 

22 Q. I'd like to get back for a moment to your 

23 doctoral work. Would you tell us what your doctoral 

24 work was about and whether it was sponsored or 

25 supported from public funds. 
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1 A. All right. Well what I was studying is — 

2 primarily I was doing cancer research for my Ph.D. 

3 and studying primarily the effect of the dietary 

4 factors on the development of cancer; namely, could 

5 different types of diet influence the outcome or 

6 progression of cancer. I was doing these studies in 

7 laboratory animals, rats, and that research was in 

8 fact supported by a National Institute of Health 
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grant. 

Q. Okay. What is the National Institute of Health 
or the NIH? 

A. It's a governmental agency, the primary 
governmental agency concerned with evaluating and 
investigating health effects. 

Q. Okay. Could you tell us a little bit — 

You got your Ph.D. in 1983; is that right? 

A. That's correct. 

Q. Beginning after you got your Ph.D., could you 
give us an overview of your career development since 
that time. 

A. Okay. First position I took was with Natick 
Labs. It's a military operation, but I held a 
civilian position. And there we were studying the 
effects of various pharmacological agents which were 
hoped to be potentially antidotes for chemical 
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warfare, so they would be things that might protect 
soldiers in the event of a chemical-warfare attack. 

Q. Okay. How long were you there? 

A. I was there for probably about nine months. 

Q. Okay. And what was your next position? 

A. Then I held a position with Best Foods. They're 
a subsidiary of CPC International. 

Q. Okay. And what was your position there and what 
did you do at Best Foods? 

A. A range of things, but primarily I coordinated 
a — a research program which was an external 
research program. We provided funds and grants to 
various investigators at universities and research 
organizations, primarily to study the effects of diet 
and cancer. 

Q. Okay. How long did you work for Best Foods? 

A. Approximately two years. 

Q. Okay. What was your next position? 

A. Then I held a position at RJR Nabisco. 

Q. Okay. And is that the same RJR Reynolds that's 
involved in this case? 

A. Yes. 

Q. Okay. And could you tell us a little bit about 
what your position was there and the nature of your 
activities. 
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A. There I was primarily responsible for making 
evaluations of both the regulatory status and safety 
status of ingredients which were being contemplated 
for use in tobacco products, as well as materials 
that were being contemplated for use in tobacco 
products. 

Q. Did your work involve additives? 

A. Yes, it did. 

Q. Was the work that you did while you were at 
Reynolds work that pertained to your field of 
toxicology? 

A. Yes, it did. 

Q. While you were at Reynolds, from time to time 
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14 did you have responsibilities that brought you in 

15 contact with the law department? 

16 A. Yes. 

17 Q. Okay. What kinds of activities were you 

18 involved with that brought you into contact with the 

19 law department? 

20 A. Well in — in some of the assessments that I 

21 did, one of the things I did was make a — an 

22 assessment of the regulatory status of the material. 

23 In some cases law-department input was sought if 

24 there were any legal issues that weren't completely 

25 clear concerning regulatory status, and in some of 
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1 our litigation there were technical issues that were 

2 being raised or that needed to be addressed that — 

3 that required technical input insofar as additives 

4 are concerned, and so I would provide technical 

5 support to the law department insofar as 

6 ingredient-related matters were — were relevant. 

7 Q. Did you leave RJR in 1989? 

8 A. Yes. 

9 Q. And who did you work for at that point? 

10 A. I worked for a flavor company, a company that 

11 manufactures flavors that are used in foods, called 

12 Fries & Fries. They're now called Tastemakers. 

13 Q. Okay. And what was the nature of your work 

14 while you were at Fries & Fries? 

15 A. Well my position was manager of regulatory 

16 affairs. And again it was very similar, it was 

17 making regulatory assessments, making safety 

18 assessments, and providing documentation to our 

19 customers in support of the regulatory status of 

20 materials. In some cases I worked with a government 

21 agency; we would make submissions to the USDA, for 

22 example, to get advice on how a particular material 

23 might be labeled on a food — food packaging label, 

24 things of that sort. 

25 Q. Okay. And you joined Brown & Williamson in 
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1 1991; is that right? 

2 A. Yes. 

3 Q. Okay. I think you told us what your position 

4 was there, but just to be clear, what is your 

5 position at Brown & Williamson today? 

6 A. Currently I'm the director of scientific and 

7 regulatory affairs. 

8 Q. And could you give the jury a flavor for the 

9 nature of the activities that you're involved with as 

10 the director for scientific and regulatory affairs. 

11 A. The primary activity is similar to what I had 

12 done in other companies, which is to review proposed 

13 new materials and ingredients for their safety 

14 status, for their regulatory status, for the — to 

15 give advice about their acceptability. I was also 

16 and still am responsible for monitoring the 

17 scientific literature insofar as smoking-and-health 

18 matters are concerned and providing technical support 
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19 in those areas, and in some cases responding to 

20 regulatory issues that may arise in — in various 

21 areas. 

22 Q. Okay. Have you been involved in making 

23 regulatory submissions on behalf of Brown & 

24 Williamson? 

25 A. Yes. 
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1 Q. Okay. In that regard, have you had contact 

2 with, again, the legal department of Brown & 

3 Williamson insofar as you were working on regulatory 

4 matters? 

5 A. Yes. 

6 Q. Have you also been involved in assisting Brown & 

7 Williamson in connection with litigation? 

8 A. Yes, I have. 

9 Q. And have you testified previously? 

10 A. Yes, I have. 

11 Q. Okay. Let's talk about organizations in which 

12 you participate, professional organizations in which 

13 you participate as a toxicologist. And let's begin 

14 with the American Board of Toxicology. What's the 

15 American Board of Toxicology? 

16 A. The American Board of Toxicology is a — a 

17 certifying organization. They certify scientists, 

18 toxicologists, in the practice of toxicology, and if 

19 you pass their requirements, you become a board- 

20 certified toxicologist. And I have done that. 

21 Q. Okay. What does that involve, being a board- 

22 certified toxicologist? 

23 A. Well the process is — involves initially 

24 getting recommendations from at least two other 

25 certified toxicologists saying that this person is 
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1 suitable for at least being eligible for board 

2 status. You then have to provide demonstration that 

3 you have in fact been educated in toxicology, that — 

4 and that you have practiced in toxicology, and then 

5 you have to sit and take an examination which tests 

6 your knowledge in various fields of toxicology. And 

7 if you pass the examination and pass all these other 

8 requirements, then you are given board status in 

9 toxicology. 

10 Q. What about the Society of Toxicology, is there a 

11 society called the Society of Toxicology? 

12 A. Yes, there is. 

13 Q. Could you describe for the jury what that is. 

14 A. That's a professional society that people in the 

15 field of toxicology are frequently members of. They 

16 hold an annual meeting every year where toxicology 

17 research is presented in various ways. It's a — 

18 it's a way that information can be shared. 

19 Toxicologists can get together and interact. Various 

20 symposia and workshops are held and matters of all 

21 sorts are addressed in the Society of Toxicology. 

22 Q. Are you a member of that society? 

23 A. Yes, I am. 
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24 Q. And for how long has that been so? 

25 A. At least 10 years. I'm not — losing track. 
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1 Q. Okay. What about The Flavor and Extracts 

2 Manufacturers Association or FEMA, F-E-M-A, what's 

3 that? 

4 A. That's a trade association that represents 

5 manufacturers of flavor ingredients. 

6 Q. Okay. And what's been the nature of your 

7 involvement with that organization? 

8 A. For a number of years I was a member of the 

9 safety evaluation and coordinating committee. 

10 Q. I'm sorry, the what? 

11 A. The safety evaluation and coordinating 

12 committee. 

13 Q. Okay. And what's that? 

14 A. That's a committee that — it has several 

15 functions. One is it's the primary group of members 

16 that address safety-related issues insofar as flavors 

17 are concerned, and they also serve as the liaison 

18 between the trade association and an independent 

19 expert panel that reviews flavor ingredients for what 

20 we call Generally Recognized As Safe status, or the 

21 acronym for that is GRAS. 

22 Q. Okay. I'd like to talk a little bit about the 

23 field of toxicology and scientific articles that are 

24 published in that field. Are there periodicals, 

25 scientific periodicals which are geared towards the 
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1 field of toxicology or otherwise contain ongoing 

2 publications in the field of toxicology? 

3 A. Yes, there are. 

4 Q. During the ordinary course of your work as a 

5 toxicologist over the years, have you kept abreast of 

6 the scientific literature in the field of toxicology? 

7 A. Yes, I have. 

8 Q. Tell us whether or not that's also part of your 

9 responsibilities today; that is, on an ongoing basis, 

10 to review and keep abreast of the publications within 

11 your field? 

12 A. Yes, it is. I obtain several journals 

13 specifically geared towards toxicology, as well as 

14 reviewing journals that are relevant such as the 

15 areas I discussed, pathology, epidemiology and so 

16 forth, and also as part of maintaining my continued 

17 board status I have to become recertified every five 

18 years. 

19 Q. Recertified by what board? 

20 A. The American Board of Toxicology. 

21 Q. Okay. 

22 A. And part of that is continuing education and 

23 demonstration of continuing practice in the field of 

24 toxicology. 

25 Q. Are there any particular sources that you tend 
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1 to look to in monitoring developments in the field of 

2 smoking and health; that is, toxicology relating to 

3 smoking and health? 

4 A. Yes, there are — there are many sources that I 

5 look to. 

6 Q. Without trying to give us an exhaustive list, 

7 could you give us a flavor for what some of those 

8 sources are. 

9 A. Well our library has subscriptions to a variety 

10 of journals, medical journals, toxicology journals, 

11 some that are specifically geared towards smoking and 

12 health. In addition, we pay for — we have a 

13 contract with an organization that reviews the 

14 literature in smoking and health and assembles the 

15 information in the — in the form of abstracts of 

16 published papers and provides that to us on a monthly 

17 basis. It's a compilation of all relevant papers 

18 pertaining to smoking and health. In that way we 

19 have a nice, neat summary and collection of papers, 

20 and I review that on a regular basis. And we do 

21 literature searches and computer databases. We have 

22 all the major books and treatises on the subject in 

23 our library available, which I review on a periodic 

24 basis. 

25 Q. There's been discussion in this case of research 

STIREWALT & ASSOCIATES 

P.O. BOX 18188, MINNEAPOLIS, MN 55408 1-800-553-1953 
DIRECT EXAMINATION - B. SCOTT APPLETON 

11535 

1 done by CTR. What if any use do you make of ongoing 

2 CTR research in the course of your work? 

3 A. Well I — I've reviewed many papers that, when I 

4 look at the attribution of who sponsored the 

5 research, I frequently see that the CTR has sponsored 

6 it. I have reviewed their annual report and am 

7 familiar with the kind of research they've done, so 

8 from time to time I — I have relied on studies that 

9 were sponsored by the CTR. 

10 Q. Now setting aside for a moment published papers 

11 in the field of toxicology, in the ordinary course of 

12 toxicology work are internal research projects done 

13 in the field of toxicology within BATCo? 

14 A. Yes, they are. 

15 Q. During the ordinary course of your 

16 responsibilities at Brown & Williamson, have you 

17 reviewed the research and development reports, R&D 

18 reports, that come out of the BATCo research program 

19 insofar as they pertain to your particular field? 

20 A. Yes, I have. 

21 Q. Tell us whether or not BATCo continues to 

22 conduct today biological research relating to smoking 

23 and health. 

24 A. Yes, it does. 

25 MR. CIRESI: Excuse me, objection, it's 
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1 beyond the scope, post-'94. 

2 THE COURT: Sustained. 

3 BY MR. BERNICK: 

4 Q. Well let's take a snapshot in 1994. Was it part 


http://legacy.library.ucsf&du/tid/i1iHp@3&?©^rilifidustrydocuments.ucsf.edu/docs/tsxd0001 



5 of the ordinary course of business for BATCo to 

6 conduct research and development work in the field of 

7 toxicology? 

8 A. Yes, they did. 

9 Q. Okay. Does — does — 

10 Did B&W at that time and prior to that time, to 

11 your knowledge, pay part of the sponsorship for that 

12 BATCo biological research work? 

13 A. Yes, they do. 

14 Q. I want to ask you whether, in connection with 

15 this particular case, whether you have done 

16 additional review of the scientific literature within 

17 the field of toxicology? 

18 A. Yes, I have. 

19 Q. Okay. And for this case have you done 

20 additional reviews of other internal toxicology 

21 research that bears upon the issues that you're going 

22 to address here? 

23 A. Yes, I have. 

24 Q. The internal biological research reports that 

25 you've reviewed and that you intend to rely upon in 
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1 connection with your work on this case, are those 

2 research reports present in this courtroom? 

3 A. Yes, they are. 

4 MR. CIRESI: Objection, there's no basis 

5 for that. Your Honor. These were not designated 

6 until last night, and if he's going to testify to 

7 these, we want specificity from a foundation 

8 standpoint. 

9 MR. BERNICK: Well take — 

10 Which issue would Your Honor like me to take up 

11 first? I'll be happy to have him go and identify 

12 them one by one. That was not my intent. Let me 

13 pose a series of questions and lay a further 

14 foundation for his use of those. 

15 BY MR. BERNICK: 

16 Q. Dr. Appleton, in connection with your work as an 

17 expert in this case, did you review and have you now 

18 relied upon a collection of biological research 

19 reports generated by BATCo over the years? 

20 A. Yes, I have. 

21 Q. And were those biological research reports made 

22 available as your reliance materials prior to the 

23 time that you testified in your expert deposition 

24 last year? 

25 A. Yes. 
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1 Q. And in connection with the expert report that 

2 you filed in this case, did you describe the scope 

3 and nature of the review that you had done of BATCo 

4 research reports? 

5 A. Yes. 

6 Q. Okay. And are those research reports, the same 

7 reports that were produced last year, are they 

8 present here in court? 

9 MR. CIRESI: Okay, Your Honor, number one. 
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10 it's been leading, but all we need to know is what 

11 are the ones he's relying on. That's what we're 

12 asking for. 

13 THE COURT: Okay. Can you identify those, 

14 counsel? 

15 MR. BERNICK: We have a list and we can 

16 identify them. There are many, many of them. They 

17 were identified prior to the time of his deposition 

18 as well; it's the same reports. 

19 MR. CIRESI: Once again. Your Honor, a list 

20 was provided last night of, I believe, 195 exhibits, 

21 and that was in addition to the 400 that they had 

22 previously identified that they were going to use 

23 with this gentleman, and all I want to know, so that 

24 we can effectively cross-examine, is which ones he's 

25 relying on and how they were selected, whether he 
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1 selected them or the lawyers did. 

2 MR. BERNICK: Your Honor, I really object 

3 to the statement of counsel. These were reliance 

4 materials that were identified previously. They were 

5 listed by exhibit as a courtesy last night so that he 

6 would have notice of exactly what documents comprise 

7 this set and could confirm that they were the same 

8 that were produced last year. 

9 THE COURT: Are these — 

10 Are we going to be introducing the 595 exhibits? 

11 MR. BERNICK: No, we will — we will not. 

12 I said that in the letter. I said we were simply 

13 going to make reference — 

14 There have been questions asked of other experts 

15 about whether their reliance materials are here, so 

16 we brought all of the reliance materials here. That 

17 is the sole purpose of my making the tender of 

18 testimony, to describe the scope of the research. 

19 But any research report he makes specific reference 

20 to was listed previously in letters to counsel and 

21 will be introduced on an individualized basis into 

22 evidence. 

23 MR. CIRESI: Your Honor, that's not the 

24 issue. The issue is there's a 48-hour notice. Last 

25 evening we received 195 exhibits. I'm simply saying 
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1 that if this gentleman is going to say that he 

2 selected these out or whether they were selected by 

3 lawyers, we don't know. I just want to know his 

4 foundation for any opinions that he's going to 

5 proffer here so that we can cross-examine on the 

6 foundation and basis of his opinions. 

7 MR. BERNICK: Okay. This was all laid out 

8 prior to his deposition. It's not a question of 

9 providing notice to counsel. 

10 THE COURT: Was the 48-hour notice complied 

11 with, counsel? 

12 MR. BERNICK: Absolutely. We identified 

13 48 — we identified last week the learned treatises 

14 he would rely upon, and we identified 48 hours in 
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advance any document that would be introduced into 
evidence through this witness. The plaintiffs have 
followed the same practice of reserving their right 
to make reference to general materials that pertain 
to a witness's testimony in connection with their own 
experts. The purpose of the identification last 
night was simply a courtesy to counsel to let him 
know exactly what would be here in court, and it was 
the same materials that were made available to them 
last year. 

MR. CIRESI: That's not the issue. The 
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courtesy to counsel is the 48-hour notice. 

THE COURT: Counsel, maybe you better step 
forward here, huh? 
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1 

BY MR. BERNICK: 


2 

Q. I'd like — 


3 

MR. BERNICK: Sorry. Can 

I proceed. Your 

4 

Honor? 


5 

THE COURT: Proceed. 


6 

Q. I'd like. Dr. Appleton, now to 

get into the 


7 areas in which you are going to testify based upon 

8 the review work that you've done. 

9 Will you be telling the jury. Dr. Appleton, 


10 

during the course of your testimony, about the 

11 

evolution 

of BATCo's research? 

12 

A. 

Yes . 




13 

Q. 

All 

research, or research focused within your 

14 

area 

of expertise; that is. 

biology and biological 

15 

effects? 




16 

A. 

Yes, 

within my area of 

expertise. 

17 

Q. 

Will 

you 

be discussing 

— 

18 


Will 

you 

be discussing 

with the jury. Dr. 

19 

Appleton, 

lessons that were 

learned from that 

20 

research? 




21 

A. 

Yes . 




22 

Q. 

Will 

you 

be discussing 

with the jury positions 

23 

on causation? 



24 

A. 

Yes . 




25 

Q. 

Will 

you 

be describing 

the biological research 
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1 sponsored by The American Tobacco Company? 

2 A. Yes. 

3 Q. And finally, will some of your testimony pertain 

4 to pH and Brown & Williamson's ammoniated tobacco? 

5 A. Yes. 
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Q. Dr. Appleton, let's begin with the first area, 
which is the evolution of the BATCo biological 
research. 

Have you looked into the origins of the 
biological research program conducted by BATCo over 
the years based upon your review of research 
conferences? 

A. Yes, I have. 

Q. I'd like to direct your attention to Exhibit 
GJ000006, which appears at tab 65 of volume two. 

A. Yes. 

Q. Is that a 1962 report on a research conference 
held in Southampton? 

A. Yes, it is. 

Q. I see the stamp says "Property of Brown & 
Williamson Research Department Library." Is that a 
stamp that typically appears on materials that are 
contained at Brown & Williamson's library? 

A. Yes. 

Q. Does Brown & Williamson have a research library? 
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A. Yes, we do. 

Q. Okay. Was this type of research conference 
report routinely generated as part of the research 
program conducted by BATCo? 

A. Yes, it was. 
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Q. Was this received and maintained by Brown & 
Williamson in the ordinary course of its business? 

A. Yes. 

Q. And do you rely upon this document in connection 
with your expert opinions in this case? 

A. In part, yes. 

MR. BERNICK: Okay. We offer. Your Honor, 
Exhibit GJ000006 under 803(6), 803(16) and Rule 703. 

MR. CIRESI: No objection under a business 
record. Your Honor. 

THE COURT: Court will receive it as a 
business record. 

BY MR. BERNICK: 

Q. Is that the cover page there, — 

A. Yes, it is. 

Q. — Dr. Appleton? 

And turning to the next page, does this reflect 
that the research conference was held at Southampton 
in 1962 and that the subject matter of the research 
conference was "SMOKING AND HEALTH - POLICY ON 
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RESEARCH?" 

A. That's correct. 

Q. And again, this is a document that comes out of 
the Brown & Williamson library; is that right? 

A. Yes. 

Q. Okay. If we take a look at page three, do we 
see that the conference opened with a presentation by 
Sir Charles Ellis? 

A. Yes. 

Q. And could you tell us who Sir Charles Ellis was. 

A. Sir Charles Ellis was a very prominent scientist 

prior to joining BATCo, but at the time of this 
conference he was a scientific director of BATCo. 

Q. Okay. Was he acting as a consultant to BATCo at 
the time? 

A. That I don't know. 

Q. Okay. Turning to the first paragraph, does the 
first paragraph recite the setting in which Sir 
Charles is speaking to the smoking-and-health problem 
and the policy of research that's going to come out 
of that problem? 

A. Yes, it does. 

Q. It states, "After reading the Royal College of 
Physicians — the Report of the Royal College of 
Physicians and the debate in the House of Lords the 
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dominant impression I received was that of people who 
had reached an emotional conclusion in which they 
believed passionately and sincerely." 

Could you tell us, first of all, what the Royal 
College of Physicians report was that's being 
referenced here in 1962? 

A. That was a report — 

MR. CIRESI: Objection, Your Honor, there's 
no foundation. Could we see the report itself? 

THE COURT: You can answer that. 
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11 A. That was a report of a body of physicians, it 

12 was a scientific body who undertook to make an 

13 assessment of the health effects of smoking and came 

14 to various conclusions concerning smoking and health. 

15 Q. Okay. It goes on to say — 

16 Let me just, in — in sum, we have the Surgeon 

17 General's report in '64. 

18 A. Yes. 

19 Q. We're now in 1962, two years before that. Was 

20 this kind of the British parallel to what happened in 

21 America in '64? 

22 A. Sort of, yes. 

23 Q. Okay. It goes on to say, "This report provided 

24 the occasion for statements of faith by people who 

25 seemed to find it necessary, however, to silence 
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1 their — silence their own self-criticism by 

2 repeating phrases like, 'conclusive proof beyond a 

3 shadow of doubt' . 'devastating effect of the 

4 marshalling of cold scientific facts', and so on. 

5 Yet we who have been immersed in the subject for many 

6 years know that this report produced no new fact, 

7 produced no new arguments, indeed, except for the 

8 contribution of an emotional gloss, left the subject 

9 untouched. We know only too well that there are no 

10 conclusive proofs: that there are few, if any, cold 

11 scientific facts." 

12 Was that the setting in which this policy report 

13 was developed? 

14 A. Yes. 

15 Q. I want to direct your attention to page five and 

16 ask you whether at the top of the page Sir Charles 

17 then outlines the elements of a research approach to 

18 the issue? 

19 A. Yes, he does. 

20 Q. "This is the background to the programme of 

21 research which this Company supports and which is the 

22 main topic of this paper, but before I come to that I 

23 will state carefully what is the policy of the Board 

24 in this matter. The Board recognizes that this 

25 problem must be tackled from two sides, the first 
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1 being medical research on the origin of lung cancer 

2 and bio-assay on the biological effects of smoke, and 

3 the second being the composition of smoke and the 

4 possibilities of modifying it." See that statement 

5 there? 

6 A. Yes. 

7 Q. So you have modification research and medical 

8 research. Does that distinction have meaning to you, 

9 Dr. Appleton, as a toxicologist? 

10 A. Yes, it does. 

11 Q. Could you just explain in your own terms the 

12 difference between the two different research 

13 approaches; that is, the medical research and the 

14 modification research, based upon your expertise as a 

15 toxicologist in this field. 
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16 A. Well the medical research that Sir Charles is 

17 talking about here refers to research to understand 

18 the fundamental mechanisms and basis of diseases 

19 associated with cigarette smoking, such as lung 

20 cancer, and to try to understand what those 

21 mechanisms and processes are, and how smoking may 

22 effect those or trigger those mechanisms should they 

23 become discovered. So it — I would characterize it 

24 as more fundamental or basic research. 

25 Q. What about modification research. 
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1 A. That research is referring to what I would 

2 regard as more applied research; namely, to the 

3 extent that — that cigarette smoking represents a 

4 health hazard, what sort of research can be done to 

5 try to determine what can fix the — the problem in 

6 cigarettes. So it's geared more towards 

7 understanding what — what attributes about 

8 cigarettes may be hazardous, with the ultimate aim of 

9 modifying cigarettes in order to correct it. 

10 Q. Would this be more commercial as opposed to 

11 medical research? 

12 A. Yes. 

13 Q. Now Sir Charles goes on to say, over here, that 

14 "The Board has decided that if this Company makes any 

15 significant scientific discovery clearly relevant to 

16 health it will share its knowledge with — with its 

17 co-members of T.M.S.C. and not seek to obtain 

18 competitive commercial advantage. The Board has 

19 therefore decided that they will whole-heartedly 

20 support T.M.S.C. to carry out and co-ordinate all 

21 research on smoking and health. T.M.S.C. will do 

22 this by itself carrying out biological work at its 

23 establishment at Harrogate and by sponsoring 

24 biological and medical work at Institutions. 

25 T.M.S.C. will depend upon member companies for 
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1 physical and chemical work." 

2 What was the T.M.S.C.? 

3 A. That acronym refers to the Tobacco Manufacturers 

4 Standing Committee. This is an organization which 

5 was funded by the tobacco industry in the U.K., and 

6 the U.K. tobacco industry provided funds to this 

7 organization to conduct basic fundamental research in 

8 smoking and health. 

9 Q. So they belong on this side? 

10 A. Yes. 

11 Q. Did the T.M.S.C. later become the TRC? 

12 A. Yes, they did. 

13 Q. And there's reference there to Harrogate. What 

14 were — 

15 What was at Harrogate? 

16 A. Harrogate was a laboratory that carried out 

17 various types of laboratory investigations in the 

18 area of smoking and health. It was a — sort of a 

19 branch of the T.M.S.C. 

20 Q. Okay. In this area of medical research and 


http://legacy.library.ucsf&du/tid/i1iHp@3&?©^rilifidustrydocuments.ucsf.edu/docs/tsxd0001 



21 

22 

23 

24 

25 


1 

2 

3 

4 

5 

6 

7 

8 
9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 
21 
22 

23 

24 

25 


1 

2 

3 

4 

5 

6 

7 

8 
9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 
21 
22 

23 

24 

25 


fundamentals and mechanisms, is there an activity or 
an area of research that is being sponsored by Brown 
& Williamson today and BATCo today — we'll take 
1994, Brown & Williamson and BATCo in 1994 — that 
pertains to this same area of the fundamental 
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research? 

A. Yes, there is. 

Q. What's that called? 

A. The Council for Tobacco Research. 

Q. Okay. And with regard to the funding by — 
That's funded by Brown & Williamson? 

A. Yes, it is. 

Q. Now let's talk about BATCo. Does BATCo sponsor 
the same kind of research but through a different 
mechanism internally? 

A. Yes, they do. 

Q. What's that called? 

A. The Scientific Research Group. 

Q. SRG? 

A. Yes. That's what I — that's an acronym that 
can be used for that. 

Q. Okay. Just to clarify, does BATCo sponsor CTR 
work, or is that just Brown & Williamson? 

A. That is just Brown & Williamson. 

MR. CIRESI: Your Honor — excuse me, 
counsel. May we have some foundation? He's an 
employee of B&W and we're talking here about BATCo at 
the present time, or in 1994. 

THE COURT: Well these are pretty general 

questions. 
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BY MR. BERNICK: 

Q. Let's talk about the modification research. The 
document states that "T.M.S.C. will depend on member 
companies for physical and chemical work." As you 
understood it and as it subsequently evolved, the 
modification research, was that going to be done 
through T.M.S.C. or TRC, or was it going to be done 
internally at the companies? 

A. It would be done internally by the companies. 

Q. Was there competitive significance to that work? 
A. In some cases there could have been. 

Q. Now it says that this work is going to be 
physical and chemical. Did a time come when the work 
that was being done on modification research, work 
not through T.M.S.C./TRC, but internally-sponsored 
work, did a time come when that began to encompass 
biological research as well? 

A. Yes, it did. 

Q. Have you made a study of the biological research 
that was conducted through BATCo over time in this 
particular area? 

A. Yes, I have. 

Q. Okay. And is that the subject of the research 
reports that you have reviewed? 

A. Yes. 
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1 Q. And have you reviewed research reports that span 

2 a period of years relating to this internally 

3 conducted research? 

4 A. Yes. 

5 Q. Okay. Could you tell us whether or not this 

6 research that was conducted by BATCo, whether it 

7 falls into certain periods and certain types of 

8 bioassay work? 

9 A. Yes, it does. 

10 Q. Have you also made a review of the literature to 

11 determine whether and to what extent BATCo was 

12 working with biological techniques that were private 

13 to it or also being published in the external 

14 scientific literature? 

15 A. Yes, I did review the external published 

16 scientific literature. 

17 Q. What was the first technique that was employed 

18 as part of the biological research program? 

19 A. One of the first techniques was what's called 

20 the ciliastasis test. 

21 Q. Could you describe for the jury what ciliastasis 

22 testing is. 

23 A. All right. Well in the respiratory tract, one 

24 of the mechanisms for clearing any kind of particle 

25 that we may inhale is by — 
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1 Along the passage of our respiratory tract there 

2 are these hair-like projections called cilia. If you 

3 can just picture a tube of the respiratory tract 

4 looking like this, and you've got these little 

5 hair-like projections. They beat, and they beat 

6 upwards, and there's a mucus layer, and it pushes 

7 this mucus layer continuously upward. So that if we 

8 get exposed to particles, it's a mechanism whereby 

9 these particles can be moved up out of the lungs and 

10 basically into the mouth, and then the material is 

11 swallowed and then excreted. 

12 It was observed early on that when — with — 

13 that when these tissues are exposed to cigarette 

14 smoking, that they would temporarily have a reduction 

15 in activity. They would cease the rate at which they 

16 beat or they may stop beating altogether. And that's 

17 what "stasis" means, it means stopping. So 

18 ciliastasis means an inhibition of the rate at which 

19 these little hair-like projections beat and move the 

20 mucus layer upwards. 

21 Q. Okay. 

22 A. So this was a test to measure that phenomenon. 

23 Q. Why — why — 

24 What is the purpose of conducting this kind of 

25 test? Why would somebody want to in doing product 
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1 modification research, — 
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2 A. Well the first — 

3 Q. — why would they want to do a ciliastasis test 

4 in order to figure out how to modify a cigarette? 

5 A. The scientific community had been employing this 

6 test for a number of years, and they had — there is 

7 a hypothesis that this test may somehow reflect the 

8 potential of cigarette smoke to induce disease. In 

9 this case it was lung cancer. So it was believed at 

10 the time that this was a way to measure the potential 

11 for cigarette smoke to do that. 

12 Now in the — in our efforts to try to change 

13 our product, to either reduce or eliminate the 

14 propensity to potentially cause lung cancer, it — 

15 this was used as a measure of whether or not we were 

16 making progress in that effort. So it was a test to 

17 measure progress in our product modification program. 

18 Q. I want you to direct your attention to volume 

19 one, tab four, and demonstrative Exhibit 1452A. 

20 A. Yes. 

21 Q. Is this a chart that would assist you in 

22 describing and giving an overview of the history of 

23 internal and external research on ciliastasis? 

24 A. Yes. 

25 MR. BERNICK: We offer it for demonstrative 
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1 purposes. 


2 


MR. 

CIRESI: 

Did you say 1452A? 


3 


MR. 

BERNICK: 

Yes . 


4 


MR. 

CIRESI: 

May I see A? 


5 


MR. 

BERNICK: 

Sure. 


6 


(Document handed to Mr. Ciresi.) 


7 


(Discussion 

off the record.) 


8 


MR. 

CIRESI: 

I'm sorry. Your Honor 

, I just 

9 

want to check 

and make 

sure. That will save 

us time 

10 

in 

the future 

Did you put an A and all the 


11 

exhibits? 




12 


MR. 

BERNICK: 

No, just this one. 


13 


MR. 

CIRESI: 

No objection. Your Honor. 

14 


THE 

COURT: 

Court will receive 1452A for 

15 

illustrative 

purposes. 



16 

BY 

MR. BERNICK: 



17 

Q. 

If we take a look 

at this chart for a moment. 

18 

it' 

's — we have a basic time line that goes 

from the 

19 

early 1950s up through 

the 1990s? 


20 

A. 

Yes. 




21 

Q. 

And the 

green at 

the top indicates a research 

22 

program by the National Cancer Institute; is 

that 

23 

right? 




24 

A. 

Yes . 




25 

Q. 

And if we take a 

look at red, what does 

red 
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1 stand for as it goes across? 

2 A. That's a depiction of the time line in which the 

3 external scientific community was conducting this 

4 test and publishing results on this test. 

5 Q. Okay. And again, if we now go right around here 

6 to the blue line, what does the blue line indicate? 
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A. That's a depiction of when BATCo began employing 

8 this test as a measure of — of — of progress in its 

9 product modification programs. 

10 Q. And — and will you be showing other 

11 demonstratives that similarly reflect external 

12 published work over time and internal work conducted 

13 by BATCo over time? 

14 A. Yes. 

15 Q. Okay. Now if we take a look at ciliastasis 

16 work, was the idea for this technique developed for 

17 the first time by BATCo, or was it something that 

18 originated outside in the published literature? 

19 A. Well it originated outside in the published 

20 literature. Scientists had developed this test and 

21 were using it as a measure and were suggesting it may 

22 have some relevance, and that's — that's exactly why 

23 BATCo began to use it, because it was one that was 

24 being held up by the scientific community as being 

25 potentially relevant. 
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1 Q. I want to direct your exhibit — "your 

2 exhibit" — direct your attention to Exhibit 

3 GC000002. 

4 A. In which tab in the notebook? 

5 Q. That's tab three of volume one. 

6 A. Yes. 

7 Q. Is this a publication by Drs. Wynder and 

8 Hoffmann? 

9 A. Yes. 

10 Q. And are they recognized as being authorities in 

11 the field of smoking and health, and in your field in 

12 particular? 

13 A. Yes, they are. 

14 Q. And do you rely upon this in connection with 


15 

your expert 

testimony 

here today? 

16 

A. In part 

, yes. 


17 

MR 

. BERNICK: 

: We offer it as a learned 

18 

treatise. 



19 

MR 

. CIRESI: 

Your Honor, I have no 


20 objection under a learned treatise except that the 

21 document is not complete. I believe part of it in 

22 chapter six is not complete. So if you get a 

23 complete copy, we have no objection. 

24 THE COURT: Do you have a complete copy, 

25 counsel? 
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1 MR. BERNICK: I believe we do have a 

2 complete copy. I was not aware of any omission in 

3 chapter six. We have the complete copy here in 

4 court. We'll double check chapter six to make sure 

5 that it's all right. Your Honor. 

6 THE COURT: All right. Assuming it's 

7 complete, then, the court will receive GC000002. 

8 BY MR. BERNICK: 

9 Q. Do we have the cover page here? 

10 A. Yes. 

11 Q. And if we take a look at — woop. 
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12 If we take a look at the title page, who were 

13 Drs. Wynder and Hoffmann? 

14 A. They were researchers at the time at the 

15 Sloan-Kettering Institute, cancer research. Later 

16 they went to the American Health Foundation. 

17 Q. And if we turn to page 151, does that deal with 

18 the issue of biological testing, part of the section 

19 dealing with biological testing? 

20 A. Yes. 

21 Q. And if we go down and look at section eight, 

22 does section eight deal specifically with what you've 

23 talked about as ciliatoxicity and ciliastasis? 

24 A. Yes, it does. 

25 Q. And does this describe that really these 
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1 investigations on — that is, on ciliastasis, 

2 actually go all the way back to 1937? 

3 A. Yes. 

4 Q. And that more detailed investigations; that is, 

5 the most detailed investigations were done by Hilding 

6 and Dalhamn in the late 1950s? 

7 A. Yes. 

8 Q. Okay. Again, are all of these references 

9 references to published scientific literature 

10 describing this particular testing technique? 

11 A. Yes, these are all published in the medical 

12 literature, which is publicly available. 

13 Q. Okay. And if we go back to your chart, you 

14 picked out Dalhamn in particular because he was the 

15 first one to do this — to do this — the more 

16 detailed investigation. Is that why he is the first 

17 one on the chart? 

18 A. Yes. 

19 Q. Okay. Directing your attention now to the BATCo 

20 work that was done, I think you said that BATCo began 

21 to do work on ciliastasis in the middle 1960s? 

22 A. Yes. 

23 Q. I want to direct your attention to Exhibit 

24 GSP000041, which is at volume one and tab five. 

25 A. Yes. 
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1 Q. Is this another R&D report coming out of the 

2 BATCo research program? 

3 A. Yes, it is. 

4 Q. Is this the type of document routinely generated 

5 as part of the BATCo research program? 

6 A. Yes. 

7 Q. And was this received and maintained by Brown & 

8 Williamson in the ordinary course of its business? 

9 A. Yes. 

10 Q. And do you rely upon it in connection with your 

11 testimony? 

12 A. Yes. 

13 MR. BERNICK: We offer it. Your Honor, 

14 under rule 803(6) and Rule 803(16) and Rule 703. 

15 MR. CIRESI: We have no objection only 

16 under the business records. Your Honor. 
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17 


THE COURT: Court will 

receive GSP000041 

18 

a 

business record. 


19 

BY 

MR. BERNICK: 


20 

Q. 

Again, do we have the cover 

page here? 

21 

A. 

Yes. 


22 

Q. 

And this is operation — or 

a project 

23 

crosscheck? 


24 

A. 

That's correct. 


25 

Q. 

And the initial results are 

reported in 1965; 
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1 correct? 

2 A. Yes. 

3 Q. Okay. Was operation — "was operation" — 

4 Was project crosscheck a ciliastasis test? 

5 A. Yes. 

6 Q. Let's take a look at some of the results as 

7 reflected in the summary. It says, "This report 

8 summarizes and compares the results of a number of 

9 bioassay tests for inhibition of ciliary activity" — 

10 Is that ciliastasis? 

11 A. Yes. 

12 Q. — "conducted by several laboratories on the 

13 smoke from a given series of cigarette samples." 

14 A. Yes. 

15 Q. Is that the overall description of what's in the 

16 report? 

17 A. Yes, it is. 

18 Q. What is reported — 

19 If we go down, now, to the actual description of 

20 the findings, did any consistent result come about 

21 from these different tests? 

22 A. Well essentially no. Various tests had been 

23 proposed, various tests had been used, there was more 

24 than just one ciliastasis test, and the problem that 

25 they were running into is that they would take, let's 
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1 say, three cigarettes, and one test might rank them 

2 high, low and medium. If you test them in another 

3 test, the ranking could completely change. So it 

4 raised a lot of issues in — in — insofar as trying 

5 to determine which way to go in terms of modifying 

6 the product. It didn't really give clear direction 

7 of what needed — what product modification needed to 

8 be done to reduce activity in this particular test, 

9 and hopefully ultimately develop what would be 

10 considered a safer cigarette. 

11 Q. Is that — 

12 Do we have a statement kind of to that effect 

13 towards the bottom of the page? 

14 A. Yes, that's what it says. 

15 Q. As time evolved in the external scientific 

16 literature; that is, as more work ended up getting 

17 done on ciliastasis, did scientific opinion evolve on 

18 whether ciliastasis was in fact a useful test with 

19 regard to smoking and health? 

20 A. Yes, it did. 

21 Q. I want to direct your attention to Exhibit 
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22 GG000033, which is at tab six, volume one. 

23 Dr. Appleton, is that an article that is a 

24 reliable authority within the field in which you've 

25 done investigation; that is, in particular in a 
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1 ciliastasis activity? 

2 A. Yes, it is. 

3 Q. And have you relied upon it in connection with 

4 your work in this case? 

5 A. Yes. 

6 MR. BERNICK: We offer it as a learned 

7 treatise. 

8 MR. CIRESI: No objection. Your Honor. 

9 THE COURT: Court will receive GG000033. 

10 BY MR. BERNICK: 

11 Q. Is this an article dealing with the mucociliary 

12 mechanism of the human lung? 

13 A. Yes, it is. 

14 Q. And again, are we talking about the same basic 

15 area and the same basic functional part of the 

16 anatomy; that is, the impact on the cilia? 

17 A. Yes. 

18 Q. And does this article express a conclusion at 

19 the end as to the significance of ciliastasis work? 

20 A. Yes. 

21 Q. It says, beginning in the second sentence, 

22 "Although this study has shown that the cilia are 

23 apparently functioning normally in spite of a 

24 lifetime of smoking, it is possible that temporary 

25 stasis occurs in the cilia after a smoke, with 
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1 complete recovery between smokes and overnight. It 

2 may nevertheless be concluded that, however sensitive 

3 excised cilia are to physical change and chemical 

4 irritants, they are extremely hardy in the intact 

5 human lung, remaining active in all the subjects of 

6 our group although they have inhaled through many 

7 years the dust and fumes of city air as well as, in 

8 the case of the smokers, exposing their lungs 

9 intimately to tobacco smoke." 

10 That's the conclusion of the article? 

11 A. Yes, it is. 

12 Q. I see this is an article that was sponsored by 

13 the TRC? 

14 A. Yes. 

15 Q. Is that the TRC that we had talked about here 

16 just a moment ago? 

17 A. Yes. 

18 Q. Okay. What if any significance does this 

19 conclusion have, if we get back to the evolving 

20 scientific work in the field of ciliastasis? 

21 A. Well several things. First of all it 

22 demonstrates that in this experimental protocol, that 

23 they couldn't observe any effect of smoking. Smoking 

24 seemed to have no effect whatsoever on this 

25 particular mechanism. And given that there is an 
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1 assumption that smoking was associated with a disease 

2 and this seeming not be a good correlating variable, 

3 so it would seem to have a limited value in terms of 

4 measuring progress in a program to modify cigarettes. 

5 Q. Let me get back to our original chart here for a 

6 moment. There's a reference up here at the top to 

7 National — NCI research begins and NCI research 

8 ends. 

9 A. That's correct. 

10 Q. What is that a reference to? 

11 A. That's reference to what's called the Tobacco 

12 Working Group. Sometimes we call it the TWG. What 

13 that was was a program which actually turned out to 

14 be very similar to research that was done by BATCo 

15 earlier. It was an attempt to use various tests to 

16 measure various cigarette design parameters and how 

17 they may influence the outcome of these tests, 

18 ultimately with the aim of determining if this could 

19 be applied to developing a safer cigarette. 

20 Q. Did the National Cancer Institute also look to 

21 whether ciliastasis work had value in determining 

22 whether you could modify cigarette smoke? 

23 A. Yes, they did. 

24 Q. I want to direct your attention to Exhibit 

25 CE000018, which is at volume one, tab seven. It's 
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1 already in evidence. 


2 


MR. 

BERNICK: 

It came in, Roberta. Is it 

3 

GE? 




4 


MR. 

CIRESI: 

There's no CE. 

5 


MR. 

BERNICK: 

I'm sorry, GE. 

6 


MR. 

CIRESI: 

GE18 ? 

7 


MR. 

BERNICK: 

Yeah. And it came in as — 

8 

in connection 

with the 

testimony of Townsend as 

9 

AZ000851. 



10 


MR. 

CIRESI: 

By our number here — 

11 


I'm sorry. Your Honor. May I ask the counsel 

12 

the 

number? 

AZ four zeroes 18? 

13 


MR. 

BERNICK: 

Yes . 

14 


MR. 

CIRESI: 

Thank you. 

15 

BY MR. BERNICK: 


16 

Q. 

Is this 

a cover page from the first report of 

17 

the 

National 

Cancer Institute? 

18 

A. 

Yes, it 

is . 


19 

Q. 

And this 

really - 

- 

20 


Isthis a 

program; 

that is, the NCI program, is 

21 

this 

a program that is 

on the modification side, the 

22 

modification 

research 

side of this chart? 

23 

A. 

Yes . 



24 

Q. 

Okay. And did the National Cancer Institute in 

25 

this 

program 

reach a conclusion regarding the value 
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1 of ciliastasis? 

2 A. Yes, they did. 
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3 

4 

5 

6 

7 

8 
9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 
21 
22 

23 

24 

25 


1 

2 

3 

4 

5 

6 

7 

8 
9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 
21 
22 

23 

24 

25 


1 

2 

3 

4 

5 

6 
7 


Q. It says, "The bioassays for ciliatoxicity, 
cytotoxicity and microphage inhibition in most cases 
did not give statistically useful correlations with 
chemical data or other bioassays." 

MR. CIRESI: Excuse me, counsel. May we 
have a page? 

MR. BERNICK: That is page three. 

MR. CIRESI: Thank you. 

BY MR. BERNICK: 

Q. Is that conclusion consistent or inconsistent 
with what it is that was reported in the published 
scientific literature and what it is that BATCo 
found? 

A. It's very consistent. 

Q. If we go back to our original chart for this 
first phase, did ciliastasis work produce consistent 
guidance regarding cigarette modification? 

A. No, it didn't. 

Q. Did the ciliastasis test remain authoritative in 
the scientific literature based upon your review? 

MR. CIRESI: Your Honor, may we have 
non-leading questions in this area? 

Q. What's your view — 
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THE COURT: I think we should begin. 

MR. BERNICK: Sure. 

Q. What is your view as to whether or not 
ciliastasis remained an authoritative test? 

A. Well it dropped out of the scientific 
literature. It — at some point in the mid-'70s it 
wasn't being used any more, and you just didn't see 
people employing it any more, so in my view it was 
determined not to be particularly relevant or useful. 
Q. What type of test — 

Is there a second test that is used as part of 
the biological research program? 

A. Yes. 

Q. What is that? 

A. The mouse skin-painting test. 

Q. Could you explain to the jury what mouse 
skin-painting is. 

A. Yes. This was a test that was conducted in 
mice, and the test employed a collection of cigarette 
tar. Cigarettes would be smoked into a filter pad, 
the tar would be collected, extracted, concentrated, 
and then applied to the backs of mice, applied to 
their skin. They would first be shaved to remove the 
hair and expose the skin, and this material would be 
applied in a concentrated dose on a regular basis for 
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essentially the lifetime of the animal. And the 
biological end point that was being measured was the 
production of skin tumors that could be produced by 
cigarette tar in certain strains of mice. 

Q. Did the mouse skin-painting test involve lung 
tissue? 

A. No. 
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8 

Q. 

Did the mouse skin-painting test 

involve whole 

9 

smoke? 


10 

A. 

No. 


11 

Q. 

Did the mouse skin-painting test 

involve 

12 

cancers? 


13 

A. 

It did involve skin cancers, yes. 


14 

Q. 

Skin cancers. 


15 


Lung cancers? 


16 

A. 

No. 


17 

Q. 

Again, have you — is there a chart — 

18 


Take a look at demonstrative 1456 

, which is at 

19 

volume two, tab eight. 


20 


THE COURT: Counsel, we'll take a short 

21 

recess at this time. 


22 


MR. BERNICK: Sure. 


23 


THE CLERK: Court stands in 

recess. 

24 


(Recess taken.) 



25 THE CLERK: All rise. Court is again in 
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1 session. 

2 (Jury enters the courtroom.) 


3 


THE CLERK: 

Please be seated. 

4 


THE COURT: 

Counsel. 

5 


MR. BERNICK: 

: Thank you. Your Honor. 

6 

BY MR. BERNICK: 


7 

Q. 

Dr. Appleton, again could you turn to volume 

8 

two. 

tab eight, and demonstrative Exhibit 1456. 

9 

That's 001456. 


10 

A. 

Yes . 


11 

Q. 

Turn your microphone on. 

12 

A. 

Yes . 


13 

Q. 

Is this a chart. 

the same kind of time line 

14 

chart that would assist you in describing to the jury 

15 

the 

timing and progress of work in the area of mouse 

16 

skin 

-painting? 


17 

A. 

Yes, it is. 


18 


MR. BERNICK: 

: Your Honor, we would offer 

19 

that 

exhibit. 


20 


MR. CIRESI: 

No objection for demonstrative 

21 

purposes. Your Honor. 


22 


THE COURT: 

Court will receive 1456 for 

23 

illustrative purposes. 


24 

BY MR. BERNICK: 


25 

Q. 

Is this the same 

basic format as the chart that 
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1 we just looked at in connection with ciliastasis? 

2 A. Yes. 

3 Q. And maybe we can blow up a part of it to make it 

4 a little bit clearer. I think that probably is a 

5 little bit easier to read. 

6 Again do we have the NCI, National Cancer 

7 Institute program here? 

8 A. Yes. It's depicted in the green dashed lines. 

9 Q. Did their modification research encompass mouse 

10 skin-painting? 

11 A. Yes, it did. 

12 Q. Going over here to Harrogate TRC work, did the 
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13 TRC's Harrogate work include mouse skin-painting? 

14 A. Yes. Yes, it did. 

15 Q. And finally with respect to the external 

16 scientific literature, was mouse skin-painting 

17 developed as a technique for research into product — 

18 into the cigarettes at BATCo, or had it already been 

19 developed previously? 

20 A. It had already been developed previously and 

21 reported in the scientific literature. The first 

22 indication we have here is Wynder and Graham 

23 published their study, I believe, in 1953, and other 

24 investigators as depicted on this time line also used 

25 the technique to measure the — the effects of 
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1 cigarette smoke and reported their findings. And 

2 then ultimately, because there was a fairly uniform 

3 view at that time that this was a relevant test, then 

4 BATCo employed the test. 

5 Q. And that's what's indicated with Project JANUS 

6 down over here? 

7 A. Yes, in the blue line. 

8 Q. Okay. If we go back to Wynder and Graham, I 

9 want you to take a look at Exhibit GA000050, it's at 

10 volume one, tab nine. 

11 A. Yes. 

12 Q. Is that the Wynder paper? 

13 A. Yes, it is. 

14 Q. Was that a reliable authority in the field of 

15 mouse skin-painting at the time? 

16 A. Yes. 

17 Q. And have you relied upon it in connection with 

18 your work? 

19 A. Yes. 

20 MR. BERNICK: We would offer it as a 

21 learned treatise. 

22 MR. CIRESI: No objection. Your Honor. 

23 THE COURT: Court will receive GA000050. 

24 BY MR. BERNICK: 

25 Q. Is Dr. Wynder a recognized authority in — in 
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1 this — 

2 Was this an important paper in the history of 

3 smoking-and-health research? 

4 A. Yes, it was. 

5 Q. And it says "Experimental Production of 

6 Carcinoma with Cigarette Tar." Was this an 

7 experiment that used whole smoke or something else? 

8 A. This was — this used tar, the — what we call 

9 the particulate phase of smoke. 

10 Q. How concentrated is tar in terms of being a 

11 particulate phase versus whole smoke? 

12 A. Well it's very concentrated. The material is 

13 collected, dissolved and then concentrated, and then 

14 the — the thing that really makes it concentrated is 

15 that it's applied to a very small surface area on the 

16 back of the mouse, and that greatly magnifies the 

17 potential dose compared to the dose that a person may 
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18 get in a smoker's lungs. It's a very large surface 

19 area. 

20 Q. As a toxicologist, can you give us an order of 

21 magnitude of how much more concentrated, kind of the 

22 magnitude of the dose from the mouse skin-painting 

23 technique versus the dose from whole smoke in the 

24 lung? 

25 A. I would say — 
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1 MR. CIRESI: Excuse me. Objection, no 

2 foundation. 

3 THE COURT: You should lay some foundation 

4 for that. 

5 BY MR. BERNICK: 

6 Q. Is that an area in which you've become familiar 

7 as a toxicologist reviewing the smoking-and-health 

8 literature, in particular with reference to mouse 

9 skin-painting? 

10 A. Yes, I have. 

11 Q. Is this a fairly well-known fact; that is, the 

12 dose relationship between mouse skin-painting and 

13 whole smoke in the lung? 

14 A. Yes. 

15 Q. Okay. And what is it? 

16 A. It can be — depends on the experiment. Could 

17 be in the order of several hundred times more 

18 concentrated or several times more concentrated. 

19 Q. Okay. I'd like to direct your attention to the 

20 concluding paragraph of this study. It says, second 

21 sentence, "These studies provide a tool to determine 

22 and isolate the possible carcinogenic agent or agents 

23 within tobacco tar. At present it is not known which 

24 fraction or fractions in tobacco tars are 

25 carcinogenic. Combined chemical and biologic studies 
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1 are now in progress to search for such agents. Such 

2 studies, in view of the correlary clinical data 

3 relating smoking to various types of cancer, appear 

4 urgent. They may result not only in furthering our 

5 knowledge of carcinogenesis, but in promoting some 

6 practical aspects of cancer prevention." 

7 I want to focus for a moment on this last 

8 statement here. Mouse skin-painting, was that 

9 information information that related, as this says, 

10 not only to medical research but also potential 

11 product modification? 

12 A. Yes. 

13 Q. And was it taken up for product modification 

14 purposes by BATCo in the Project JANUS? 

15 A. Yes, it was. 

16 Q. I'd like to direct your attention to 

17 demonstrative 849, which is at volume one, tab 10. 

18 A. I'm sorry, I didn't hear you. 

19 Q. Volume one, tab 10. 

20 A. Okay. 

21 Q. It's demonstrative 000849. 

22 Is this a chart, a demonstrative that would aid 
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23 you in giving an overview of the content of 

24 Project — or the — the Janus project, the mouse 

25 skin-painting project? 

STIREWALT & ASSOCIATES 

P.0. BOX 18188, MINNEAPOLIS, MN 55408 1-800-553-1953 
DIRECT EXAMINATION - B. SCOTT APPLETON 

11582 


1 

2 

A. Yes. 

MR. 

BERNICK: 

We 

offer 

it for demonstrative 

3 

4 

purposes. 

MR. 

CIRESI: 

Well 

Your 

Honor, there's a — 


5 I don't want to argue, but there's — there's a 

6 legend at the top which is just not accurate. 

7 MR. BERNICK: Which is what? 

8 MR. CIRESI: Not accurate. It's contract 

9 research. 

10 MR. BERNICK: Oh. 

11 BY MR. BERNICK: 

12 Q. Dr. Appleton, is this contract research? 

13 A. Yes. 

14 Q. Is it also scientific research? 

15 A. Yes. 

16 MR. BERNICK: Okay. Again, with that 

17 testimony — and I recognize counsel's comment, but 

18 with that testimony, we offer it for demonstrative 

19 purposes. 

20 THE COURT: Do you want to delete the one 

21 word? 

22 MR. BERNICK: I don't think that's 

23 really — 

24 I think the witness has testified that he 

25 believes it's scientific research. 
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1 MR. CIRESI: Well, Your Honor, I just want 

2 to make clear that this is not who it was done by. I 

3 don't want to argue it here, but — 

4 THE COURT: I guess I think "internal" 

5 maybe is — "internal" is — 

6 MR. BERNICK: Oh, okay. 

7 THE COURT: — the — 

8 MR. BERNICK: I'll clarify that. 

9 BY MR. BERNICK: 

10 Q. Dr. Appleton, was this research that was done by 

11 contract, under contract? 

12 A. Yes, it was. 

13 Q. Okay. Now was this research that was public 

14 research, or was it research that was done for BATCo 

15 for its internal needs? 

16 A. It was done for BATCo for its internal needs. 

17 Q. Is there a difference between contract research 

18 done for that purpose with a contract laboratory and 

19 research that is designed for publication in the 

20 external literature? 

21 A. Well there may or may not be. In this case, 

22 this was work that BATCo specifically contracted for 

23 the purpose of product modification. But the 

24 technique was the same as what was being used in the 

25 external scientific community. 
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1 Q. I guess what I'm getting at, the word 

2 "internal," does that refer to the fact that it was 

3 proprietary research? 

4 A. Yes. 

5 MR. BERNICK: Again, for that purpose. Your 

6 Honor, we offer it as a demonstrative. 

7 MR. CIRESI: No objection then. Your Honor. 

8 THE COURT: All right. Court will receive 

9 000849 for illustrative purposes. 

10 MR. BERNICK: Your Honor, would it be all 

11 right if I went to see how well it shows up on the 

12 screen? I don't know how small it is. 

13 Can I ask the jury if they can — they can read 

14 it at all? It's kind of small. 

15 MR. CIRESI: We have a magnifying glass, 

16 counsel. 

17 THE COURT: I think the answer is no. 

18 MR. BERNICK: Okay. That's why I asked. 

19 Could you give me a bar here? 

20 THE COURT: And if you have any interest in 

21 the court, I can't read it either. 

22 MR. BERNICK: Okay. We'll blow it up. 

23 (Laughter.) 

24 BY MR. BERNICK: 

25 Q. First let me — first let's take a look at 
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1 the — let's take a look at one of them. 

2 Is it organized basically in the format where, 

3 for each part of the Project JANUS, it gives you when 

4 the research began over here, the nature of the 

5 research, and the report that was generated? 

6 A. Yes. 

7 Q. Okay. And do we see, again going back to the 

8 full document, that basically the research areas — 

9 I'll try to blow them up here, I hope that's a little 

10 bit better. 

11 We have a whole series of reports that are 

12 encompassed by Project JANUS; is that right. Dr. 

13 Appleton? 

14 A. Yes. 

15 Q. Could you just tell us in general terms what the 

16 basic approach to this research program was. 

17 A. What — what the strategy was is to try to 

18 identify the major cigarette design variables over 

19 which we had control, and to vary those to see the 

20 extent to which each of those either independently or 

21 in combination with others affected the outcome of 

22 the tests, with the ultimate aim of trying to 

23 discover any way that they could be moved in one 

24 direction or another, and in order to either reduce 

25 the activity entirely or at least — reduce it or 

STIREWALT & ASSOCIATES 

P.O. BOX 18188, MINNEAPOLIS, MN 55408 1-800-553-1953 
DIRECT EXAMINATION - B. SCOTT APPLETON 

11586 

1 eliminate it entirely. 

2 Q. Okay. 

3 A. So these represent the various design attributes 
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that were measured. 

Q. So that you identify a potential design 
feature — 

A. Uh-huh. 

Q. — and you see, if you tinker with it, does it 
affect biological activity? 

A. Exactly. 

Q. Okay. And biological activity, what is that? 
That word's been used frequently at trial. What does 
"biological activity" mean? 

A. Well it can mean a number of things. What it 
ultimate means is the — is the response in a 
biological test system, which is measurable, which — 
which is produced by some test material. And the 
response could depend on what the outcome is; it 
could be acute toxicity, it could be blood pressure, 
heart rate. In this case it could be skin tumors. 

In the case of the ciliastasis, it was measurement of 
the rate at which these little cilia beat. It — it 
all depends on which sort of test one is measuring 
what the biological end point is. 

Q. Does biological activity equal disease? 
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A. Not necessarily. 

Q. Where is this measured? Where is this measured? 
Where is this seen? 

A. Well if that is a relevant end point of the 
particular test, then it may be — a disease end 
point may be the thing that's being measured. In 
some cases, though, you may only measure — like I 
said, heart rate could be biological activity. That 
doesn't necessarily mean disease. 

Q. From the point of view of: the ultimate 
relevance of toxicology which you'd like to learn 
about is human disease; right? 

A. That's ultimately what all this is hopefully 
relating to, yes. 

Q. Where is biological activity measured? 

A. It's measured as an end point in the test that's 
being selected. 

Q. Okay. Would that be, in the kind of test report 
we're talking about here, the laboratory? 

A. Yes. 

Q. So when you increase or reduce biological 
activity, can you tell from that alone — 

There's been a lot of references in documents to 
"biological activity." If you increase or decrease 
biological activity, can you tell from that alone 
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whether it's going to have an effect on human 
disease? 

A. No. 

MR. CIRESI: Excuse me. Your Honor, there's 
no foundation. He's not a medical doctor. 

BY MR. BERNICK: 

Q. In the field of toxicology, is the entire 
purpose of toxicology to develop laboratory data in 
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order to potentially measure effects on human 
disease? 

A. Yes. 

Q. Okay. Do you worry about human disease all the 
time as a toxicologist? 

A. Of course, yes. 

Q. Get back to my question. If you increase or 
decrease or find an increase or decrease of 
biological activity in the laboratory, does that 
necessarily tell you that there will be an increase 
or decrease in human disease as a toxicologist? 

MR. CIRESI: Same — same objection. Your 
Honor. They do — 

I don't want to argue. A toxicologist does a 
certain function. He's not a medical doctor. 

THE COURT: Well I'll allow the answer. 

A. Not necessarily. 
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Q. Going back to the mouse skin-painting work, 
you've given us — 

This gives us an overview of the Project JANUS 
program? 

A. Yes. 

Q. Was it an extensive research program? 

A. Yes. It was quite large, — 

Q. Okay. 

A. — taking quite a few years. 

Q. How many years are encompassed by this 
particular chart? 

A. Well it began in roughly 1964, 1965, and it 
ended in about 1980. 

Q. Okay. 

A. About 15 years. 

Q. Okay. Again, going back to the National Cancer 
Institute, in about the same time was the National 
Cancer Institute also using mouse skin-painting to 
see if there could be a modification to cigarettes 
that would reduce their activity? 

A. Yes. Their program is very similar to the 
program that BATCo was employing. 

Q. Turning to Exhibit GE000018, already in 
evidence, is that again the first report? 

A. Yes. 
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Q. I want to pick out one particular finding. Did 
the National Cancer Institute find that under certain 
circumstances nicotine might cause increased 
biological activity according to mouse skin-painting? 
A. Well yes. In the — in this particular test, 
they — among the things they did was they made a 
number of measurements of the chemistry of smoke with 
the hopes of trying to correlate certain constituents 
in smoke with the outcome of the bioassays, and they 
made and reported an observation that there seemed to 
be a correlation between the nicotine level in smoke 
and the outcome of the test. 

Q. Okay. And is that the reference that I 
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14 underlined here to nicotine? 

15 MR. CIRESI: May we have a page again. Your 

16 Honor? 

17 MR. BERNICK: This is page three, the same 

18 page as before. 

19 A. Yes. This discusses that particular phenomenon. 

20 Q. It says, "It is unclear whether nicotine itself 

21 is carcinogenic or merely an indicator of other 

22 carcinogens, the concentration of which parallels 

23 that of nicotine." 

24 A. Yes. 

25 Q. Was a similar finding made; that is, was there a 
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1 finding of mouse skin-painting activity for nicotine 

2 by BATCo as well? 

3 A. Yes. Because of this observation, BATCo wanted 

4 to do more research into that area to see if in fact 

5 they could replicate it and what they could further 


6 

learn about that particular phenomenon. 

so they did 

7 

do 

some further work on that as a result 

of this 

8 

finding. 


9 

Q. 

I want you to turn to volume two, tab 63, which 

10 

is 

Exhibit GSP000054. 


11 

A. 

I'm sorry, which tab? 


12 

Q. 

Tab 63 at volume two. 


13 

A. 

All right. 


14 

Q. 

Is this an R&D report on an experiment regarding 

15 

golden hamsters? 


16 

A. 

Yes . 


17 

Q. 

Syrian golden hamsters. 


18 

A. 

Syrian golden hamsters, yes. 


19 

Q. 

Does it relate to the same subject 

of the 

20 

biological effect of nicotine? 


21 

A. 

Yes, it does. 


22 

Q. 

I see up at the top it's marked "E. 

E.K., October 

23 

23, 

1984." Is that Mr. Kohnhorst? 


24 

A. 

Yes . 


25 

Q. 

And was this the type of research. 

again. 
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1 routinely generated during the course of the BATCo 

2 research program? 

3 A. Yes. 

4 Q. And was it received and maintained by Brown & 

5 Williamson in the ordinary course of business? 

6 A. Yes, it was. 

7 MR. BERNICK: We offer it. Your Honor, 

8 under rule 803(6) and (16). 

9 MR. CIRESI: No objection as a business 

10 record. Your Honor. 

11 THE COURT: Court will receive GSP000054 as 

12 a business record. 

13 BY MR. BERNICK: 

14 Q. Let's get the title of the report. And if we 

15 turn to page six, was — 

16 What kind of study was this? 

17 A. This was a study to determine whether or not the 

18 observation of potentially enhanced activity as 
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measured in the mouse skin-painting test could in 
fact be replicated in a more relevant model; namely, 
a lung tumor model, in this case the Syrian golden 
hamsters. 

Q. Okay. And turning to page six, do we see just 
the pathology findings here? 

A. Yes. 
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Q. It says, "The histological" — 

Is that an examination of the organs of the 
animal after exposure? 

A. Yes. That's when you take the organs and slice 
them into very thin slices so that you can observe 
them under a microscope to see if there has been 
changes in the organization of the — of the cells. 

Q. Okay. It says, "The histological examination of 
the organs (other than the respiratory tract) gave no 
indications of a chronic toxic effect of nicotine in 
Syrian golden hamsters under the experimental 
conditions described." 

Was there any finding in this study that 
replicated the findings in mouse skin-painting saying 
that nicotine had a carcinogenic effect? 

A. No. In fact this study indicated it did not 
seem to influence the effect of the production of 
lung tumors by an experimental carcinogen that they 
used in this test. 

Q. Was there also follow-up work that's been done 
on the long-term effects of inhaled nicotine by other 
toxicology researchers? 

A. Yes, there has been. 

Q. Okay. I want you to turn to Exhibit GSP000055, 
which is at volume two, tab 64. Is that an article 
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that was published in Life Sciences regarding the 
"LONG-TERM EFFECTS OF INHALED NICOTINE?" 

A. Yes. 

Q. Is that a reliable authority for toxicologists 
within your field of expertise? 

A. Yes, it is. 

Q. And have you relied upon it for purposes of your 
opinions in this case? 

A. Yes, I have. 

MR. BERNICK: We offer it as a learned 
treatise, that's GSP000055. 

MR. CIRESI: No objection. Your Honor. 

THE COURT: Court will receive GSP000055. 

BY MR. BERNICK: 

Q. See here the title "LONG-TERM EFFECTS OF INHALED 
NICOTINE?" 

A. Yes. 

Q. And these are researchers in the field of 
pharmacology and toxicology? 

A. Yes. 

Q. If we go down here to the conclusion that's set 
forth in the abstract, it says, "In conclusion, our 
study does not indicate any harmful effect of 
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24 nicotine when given in its pure form by inhalation." 

25 Is that the conclusion? 

STIREWALT & ASSOCIATES 

P.O. BOX 18188, MINNEAPOLIS, MN 55408 1-800-553-1953 
DIRECT EXAMINATION - B. SCOTT APPLETON 

11595 

1 A. Yes. 

2 Q. Other publications in the field of tobacco 

3 carcinogenesis that have occurred since the work in 

4 the 1980s, have they or have they not found that 

5 nicotine is a carcinogen? 


6 


MR. CIRESI: Objection, no basis. 

Your 

7 

Honor. 


8 


THE COURT: You'll have to lay foundation 

9 

for 

that. 


10 

BY MR. BERNICK: 


11 

Q. 

Are you familiar with the proceedings 

of the 

12 

Banbury Conference? 


13 

A. 

Yes . 


14 

Q. 

Turning to Exhibit GSP000056, which is 

at volume 

15 

two. 

tab 69? 


16 

A. 

Yes . 


17 

Q. 

Is the Banbury Conference an authoritative — 

18 

Banbury Report an authoritative publication 

in the 

19 

field of tobacco carcinogenesis? 


20 

A. 

Yes . 


21 

Q. 

And have you relied upon it in connection with 

22 

your 

work in this case? 


23 

A. 

Yes, I have. 


24 


MR. BERNICK: We offer it as a learned 

25 

treatise; that is, GSP000056. 



STIREWALT & ASSOCIATES 


P.O. BOX 18188, MINNEAPOLIS, MN 55408 1-800-553-1953 
DIRECT EXAMINATION - B. SCOTT APPLETON 

11596 

1 MR. CIRESI: No objection. Your Honor, on 

2 that basis. 

3 THE COURT: Court will receive GSP000056. 

4 BY MR. BERNICK: 

5 Q. We can see here the title page, "Mechanisms in 

6 Tobacco Carcinogenesis?" 

7 A. Yes. 

8 Q. And what is set forth — 

9 This is a fairly lengthy text. I think there 

10 are upwards of 400 pages? 

11 A. Yes. 

12 Q. And what is the subject matter of this 

13 proceeding and these reports? 

14 A. This proceeding deals specifically with 

15 mechanisms of — of how tobacco may cause cancer. 

16 Q. Okay. And throughout any of these articles, any 

17 of these publications, any of these studies, is 

18 anybody saying nicotine is a carcinogenic agent in 

19 tobacco? 

20 A. No. 

21 Q. What about the Surgeon General's report in 1989, 

22 does the Surgeon General's report in 1989 list some 

23 tables of the tumorigenic agents in cigarette smoke? 

24 A. Yes, it does. 

25 Q. That's in evidence as BYN000058, and directing 
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1 your attention to table seven, which appears at page 

2 86, does that table deal with tumorigenic agents in 

3 tobacco and tobacco smoke? 

4 A. Yes, it does. 

5 Q. And do we see at table eight, that table eight 

6 on page 89 deals with toxic and tumorigenic agents in 

7 undiluted cigarette sidestream smoke? 

8 A. Yes. 

9 Q. Now if we go back to that one in particular, do 

10 we see nicotine listed? 

11 A. Yes, we do. 

12 Q. And it has a T. What does that mean? 

13 A. That's a designation for toxic. 

14 Q. Okay. Is there a different designation for 

15 carcinogenic elements? 

16 A. Yes. In that particular table those are 

17 designated with a C. 

18 Q. Let me go back to our basic time line here and 

19 ask you whether the National Cancer Institute program 

20 ultimately came to the conclusion regarding mouse 

21 skin-painting generally? 

22 A. Well it didn't — 

23 When they completed their assessment, they 

24 didn't set forth any particular conclusions insofar 

25 as they didn't prescribe any particular design 
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1 parameters that ought to be changed or they had no 

2 guidance concerning what cigarette construction or 

3 design parameters that the industry ought to employ 

4 in order to make cigarettes less hazardous. 

5 Q. Okay. Well let's get to that a little bit. I 

6 want to get to Exhibit GE000016, which is volume one, 

7 tab 11. It is already admitted through Mr. 

8 Townsend's testimony as AZ001047. I don't believe 

9 that I displayed that this morning, but it's already 

10 in evidence. 

11 Was the last report report number five — 


12 

A. 

Yes . 



13 

Q. 

— for 

the National cancer 

Institute? 

14 


That' s 

at volume one, tab 

11. 

15 

A. 

Yes . 



16 

Q. 

And in 

this final report. 

does the report 


17 all of the different types of design changes, 

18 potential design modifications that were tested out 

19 to see whether they would produce a less biologically 

20 active product? 

21 A. Yes. This is on the screen here. It's the part 

22 of a table that lists some of the design 

23 modifications that were specifically tested. 

24 Q. Is that the beginning of the list? 

25 A. Yes. 
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1 Q. So we have all different kinds of experimental 

2 cigarettes that are deliberately tinkered with in 

3 different ways to see whether biological activity 

4 goes up or down? 
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A. Yes. 

Q. Does the list continue on on the following page? 
A. Yes, it does. 

Q. More parameters? 

A. Yes. 

Q. And on the following page yet, more parameters? 
A. Yes. 

Q. About how many different variations in design 
changes and potential parameter changes were tested 
out by the National Cancer Institute to see whether 
they would have the effect of reducing the activity 
of cigarettes? 

A. Approximately 65. 

Q. I want to direct your attention to page 26. 

Does this give you, first of all, the recitation of 
what particular parameters tended to be less 
tumorigenic? 

A. Yes. And the table is titled "LESS TUMORIGENIC 
THAN SEB." SEB is an acronym for Standard 
Experimental Blend. This was an experimental blend 
that they used as sort of a control against which to 
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compare all other variables that were being tested. 

Q. Okay. And likewise we have — woop — those 
that are more tumorigenic? 

A. Yes. 

Q. And then on the next page we have those that are 
comparable? 

A. Yes. 

Q. There are about, what, 20 odd of those? 

A. I think there's 22. 

Q. And then finally on page — on Table 7 on page 
25, this says this is a "Pairwise Comparison Among 
Common Reference Cigarettes." What's that? 

A. What they were doing there was assessing the 
extent to which — 

They were trying to measure a variation of the 
test in order to determine the degree to which the 
test gave consistent results versus variable results 
in either of the SEB cigarettes or the control 
cigarettes that were measured, and trying to 
determine, if they measured one control against the 
other, how frequently would they get a different 
response; in other words, how often would one be 
interpreted to be more or less active than the other. 
Q. Okay. So there they're taking the controls or 
the reference cigarettes and just seeing whether 
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there is variability — 

A. Yes. 

Q. — before you do any changing? 

A. Yes. 

Q. If you take these basic results and put them 
together, what conclusion is drawn about whether the 
mouse skin-painting test results from the National 
Cancer Institute gave any consistent guidance 
regarding modifications of cigarettes? 
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10 MR. CIRESI: Objection, Your Honor, there's 

11 no foundation as to whether these were commercial 

12 cigarettes or not. We just need the foundation. 

13 THE COURT: Yeah. Lay some foundation, 

14 counsel. 

15 MR. BERNICK: I believe the witness 

16 testified, but I'll have him again. 

17 BY MR. BERNICK: 

18 Q. Are these all experimental cigarettes? 

19 A. Yes. 

20 Q. Okay. And why is it that you use experimental 

21 cigarettes? 

22 A. To control for any variables that may be 

23 introduced by commercial cigarettes. They all had 

24 the same blend, the same additives, the same 

25 cigarette design parameters, so that hopefully they 
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1 would give a consistent response so that when you 

2 measure other variables against that, you've got a 

3 standard against which you're measuring. You 

4 wouldn't want your standard to be varying all over 

5 the place. 

6 Q. Now we're talking here about the National Cancer 

7 Institute's own program? 

8 A. Yes. 

9 Q. Run by U.S. taxpayer dollars? 

10 A. Yes. 

11 Q. Is the procedure that was followed here, to work 

12 with experimental cigarettes, the same or different 

13 from standard practice within the field of 

14 toxicology? 

15 A. Well it's standard practice. You always include 

16 a control in any test against which to measure the 

17 variables that are being tested. 

18 Q. Okay. Getting back to my question, did any 

19 consistent guidance come out of this work on mouse 

20 skin-painting that you've spoken to? 

21 A. No. And what this table indicates is that 

22 when about 31 control samples were compared, six of 

23 them ended up yielding significantly different 

24 results. 

25 Q. What does that tell you? 
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1 A. Well it tells me there's a — there's a fair 

2 degree of variability in the test, because if — if 

3 these were considered to be a cigarette design 

4 change, it would have been deemed to be either more 

5 or less tumorigenic when in fact they were comparing 

6 two control cigarettes. So there's a fair amount of 

7 variability in the test itself, and ultimately when 

8 the Tobacco Working Group and the NCI completed its 

9 program, no guidance was offered as a result of the 

10 program as to how cigarettes ought to be modified in 

11 order to make them less hazardous. 

12 Q. How long did this program run? 

13 A. I think at least 10 years. 

14 Q. And how many millions of dollars was spent on it 
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by the federal government? 

A. That I don't recall, but it would have been 
considerable since they tested 65 different 
variables. 

MR. CIRESI: Excuse me. Move to strike 
counsel's comments, which was testimony, and also the 
witness's answer since he doesn't know. 

THE COURT: Sustained. 

BY MR. BERNICK: 

Q. Well based upon your experience as a 
toxicologist, are we talking about a lot of money or 
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a little money when it comes to this type of 
research? 

MR. CIRESI: Objection, there's no 
foundation. 

THE COURT: You will have to lay a 
foundation. 

MR. BERNICK: Well do you have — 

THE COURT: I think he said he didn't know. 
MR. BERNICK: Sure. 

BY MR. BERNICK: 

Q. Dr. Appleton, as a toxicologist, are you 
familiar with the relative costs of different types 
of experimental procedures? 

A. Yes. 

Q. Okay. Is that part of the business that you 
pursued while you were at Brown & Williamson, is to 
understand the cost of research? 

A. Yes. 

Q. Is this a cheap program or an expensive program? 
A. Expensive. 

MR. CIRESI: Well Your Honor, again I don't 
know what "cheap" or "expensive" is. He doesn't know 
what was spent, he's testified. 

THE COURT: Well — 

MR. CIRESI: No foundation. 
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THE COURT: — he can say if it's cheap or 
expensive, I guess. 

A. It would be relatively expensive. 

Q. Okay. Did the mouse skin-painting experiment or 
experimental technique remain authoritative within 
the field? 

A. Well eventually it dropped out of favor. 

Q. I'd like to direct your attention to the same 

article that's already in evidence as GC000002, which 
is the Wynder article in 1967, "TOBACCO AND TOBACCO 
SMOKE," and — 

MR. BERNICK: Is this in evidence? Okay. 

Q. — and direct your attention to page 145. Does 
Dr. Wynder in his review comment on the mouse skin 
bioassay? 

A. Yes, he does. 

Q. Is that consistent or inconsistent with your 
readings within the external literature on the degree 
to which mouse skin-painting was falling out of 
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favor? 

A. It's consistent with what — 
where this eventually went, yes. 

MR. CIRESI: Your Honor, could we have the 
whole paragraph on the screen? 

MR. BERNICK: I'll get to the rest of the 
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paragraph here in just a minute when we get to 
inhalation. 

BY MR. BERNICK: 

Q. I want you to turn to — 

Well let me just ask you: Are you familiar with 
an organization called the ISC in Britain? 

A. The Independent Scientific Committee? Yes. 

Q. And in connection with your work on additives, 
did you or did you not become familiar with the work 
that the ISC did on tobacco additives and the 
toxicology of those additives? 

A. Yes. 

Q. And did they issue reports where they made 
recommendations regarding what type of tests to use? 
A. Yes, they did. 

Q. Assessing the toxicity of additives? 

A. Yes. 

Q. I'd like you to turn to Exhibit GJ000045, which 
is at volume one, tab 13. Is there a publication of 
the ISC, — 

A. Yes. 

Q. — this report? 

A. Yes, it is. 

Q. Is that regarded as a reliable authority within 
your field? 
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A. Yes. 

Q. And have you relied upon it in connection with 
your work? 

A. In part, yes. 

MR. BERNICK: Okay. We offer it as a 
learned treatise. 

MR. CIRESI: We object to this. Your Honor. 
There's no foundation for this. This is not a 
complete document. It's been produced by a law firm 
in London. We haven't had any discovery on the ISC. 

MR. BERNICK: Your Honor, several ISC 
reports have come into evidence already. 

MR. CIRESI: Well my exhibit then, it's not 
introduced yet, but it indicates it came from a 
different source. Your Honor. 

THE COURT: Okay. What source do you have? 
Where did this come from? And is it complete, 
counsel? 

MR. BERNICK: It was — it was produced in 
discovery by BATCo because it fell within the scope 
of the discovery requests, and this was a 
BATCo-produced copy. I don't — 

In terms of the completeness of the document, I 
can't be sure — 
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Well what's wrong with your copy? I'm sorry. I 
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don't — I don't understand what the completeness 
issue is with the document. We've got the document 
right here. 

MR. CIRESI: I think it would be 
appropriate to address the court. My copy indicates 
it comes from a law firm. 

MR. BERNICK: Well Your Honor — 

THE COURT: Do you have a copy that doesn't 
come from a law firm? 

MR. BERNICK: I do not have a copy here. 
Your Honor, that does not come from a law firm. The 
reason it comes from a law firm — it's got a 
production number. I don't know that it comes from a 
law firm. It's got a production number from BATCo 
because it was produced in discovery. 

THE COURT: Can I see your copy? 

MR. CIRESI: Yes, Your Honor. 

(Document handed to the court.) 

THE COURT: Okay. Well I don't have that 
page in my copy. 

MR. BERNICK: The what? I'm sorry. 

THE COURT: I don't have the first page 
that he has on my copy. I wonder if we could — is 
this the — 

What page do you have? 
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MR. BERNICK: It looks like this. 

THE COURT: Well this one looks like this. 
Can we just eliminate this first page? 

MR. BERNICK: Yeah, absolutely. 

MR. CIRESI: That's how — that's how it 
was produced, and it's indicating that that's not the 
entire report. 

MR. BERNICK: Well I've got the report 
here, and that's what we're offering into evidence. 

THE COURT: Well let's delete the first 

page. 

MR. BERNICK: Fine. 

THE COURT: And number two, to what extent 
is it incomplete, counsel? 

MR. CIRESI: Well I don't want to argue it. 
Your Honor, but on the first page it says what it is 
at the top, and I don't know what's in the other 
reports. This is the way they produced it to us. 

THE COURT: Oh, the first report you mean? 
MR. CIRESI: Yes. So we don't know what 
else was said by this foreign body. And this 
apparently came from a law firm's files in London. 

MR. BERNICK: Your Honor, I — 

THE COURT: Maybe you could lay some 
foundation. It talks about a first report. Were 
STIREWALT & ASSOCIATES 
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1 there a series of reports, do we know? Maybe you can 

2 lay some foundation with the witness. 

3 MR. BERNICK: Sure. 

4 THE COURT: And in any case, eliminate the 

5 first page. 

6 MR. BERNICK: Sure. 

7 THE COURT: All right. 

8 BY MR. BERNICK: 

9 Q. In fact. Dr. Appleton, what does the first page 

10 of GJ000045 say, according to the exhibit that we're 

11 actually offering in? 

12 A. Well from the "Department of Health and Social 

13 Security, Northern Ireland Office, Scottish Home and 

14 Health Department, Welsh Office," it's the "First 

15 Report of the Independent Scientific Committee on 

16 Smoking and Health." 

17 Q. Okay. 

18 A. And the main title is "Tobacco Substitutes and 

19 Additives in Tobacco Products, their testing and 

20 marketing in the United Kingdom." 

21 Q. Okay. Is this the first report of the ISC, Dr. 

22 Appleton? 

23 A. Yes. 

24 MR. BERNICK: We offer it as a learned 

25 treatise. Your Honor. 
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1 THE COURT: Are there further reports, and 

2 can you lay — can we find out about it? 

3 BY MR. BERNICK: 

4 Q. Did the ISC issue subsequent reports as well, 

5 Dr. Appleton, on different subjects? 

6 A. Yes, it did. 

7 THE COURT: Do we know how many there are? 

8 I don't know anything about this. 

9 Q. How many total — I'm sorry. 

10 How many total reports were there. Dr. Appleton? 

11 A. Right offhand I don't recall. 

12 MR. BERNICK: The fourth report is already 

13 in evidence in this case. Your Honor. 

14 MR. CIRESI: May I ask just a couple 

15 questions on voir dire? 

16 MR. BERNICK: Your Honor, this is almost 

17 not — 

18 We're taking up 10 minutes to get an ISC 

19 document in. 

20 MR. CIRESI: That's not the issue. Your 

21 Honor. 

22 THE COURT: Okay. 

23 MR. BERNICK: Well — 

24 MR. CIRESI: He apparently is going to 

25 testify to some issue in here. I don't know if there 
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1 are subsequent reports which bear on the same issue. 

2 That's — that's the reason for the objection. 

3 THE COURT: Okay. 

4 MR. CIRESI: And all I need to do is ask a 

5 couple questions. 
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THE COURT: All right. Well why don't — 
MR. BERNICK: I'll object to that. We're 
going to elicit testimony concerning the subsequent 
reports. 

THE COURT: Okay. 

MR. BERNICK: This report — 

THE COURT: But when you elicit the 
testimony, can you tell us how many there are and how 
often they come out, or what this process is, so we 
know something about it? 

MR. BERNICK: Sure, Your Honor. I'm sorry. 
BY MR. BERNICK: 

Q. Dr. Appleton, the ISC, what was the ISC? 

A. They're — 

Well the acronym is the Independent Scientific 
Committee. This was a committee of scientists that 
were assembled within the United Kingdom to oversee 
and provide guidance on tobacco-and-health-related 
matters, with a particular focus on use of additives 
and tobacco substitutes. 
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Q. Okay. And did the ISC issue succeeding reports? 
A. Yes. 

Q. And were they public documents? 

A. Yes, they were. 

Q. Were they kind of like — a little bit like the 
Surgeon General reports here in the United States? 

MR. CIRESI: Excuse me, object to the 
leading nature. We don't know whether this witness 
has read one or two or any of these reports. 

MR. BERNICK: Your Honor, I object to this 
commentary. 

THE COURT: All right. 

MR. CIRESI: Well — 

THE COURT: Counsel, please. 

MR. CIRESI: I object to the leading nature 
of the questions at this point. 

THE COURT: Well it is leading, but I'd 
like to get the — I'd like to find out something 
about what this is. Can we find out how many there 
are, if they're regular reports, just the nature of 
this committee, so we know what we're dealing with? 

BY MR. BERNICK: 

Q. Roughly how many ISC reports were there, if you 
know. Dr. Appleton? 

A. I don't recall how many there were. 
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Q. Were there reports issued specifically on the 
issue of additives? 

A. Yes, there were. 

Q. And did you rely upon and use those reports in 
connection with your work on additives? 

A. Yes. 

Q. Okay. And was that true of this particular 
report? 

A. Yes. 

MR. BERNICK: Your Honor, again we offer it 
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11 as a learned treatise. 

12 THE COURT: All right. Court will receive 

13 GJ000045. 

14 BY MR. BERNICK: 

15 Q. Turning to page 19, at the time that this report 

16 was issued, did the ISC have recommendations 

17 concerning whether skin-painting should be used? 

18 A. Yes. 

19 Q. In succeeding reports did that recommendation 

20 continue? 

21 A. No, it did not. 

22 Q. What was the next phase of the bioassay testing 

23 program that was developed? 

24 A. It was employment of the inhalation model. 

25 Q. Inhalation? 
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1 A. Yes, inhalation. 

2 Q. Can you explain to the jury what inhalation 

3 bioassay work is. 

4 A. Well the thought being that because cigarettes 

5 are smoked and the smoke is inhaled, that ultimately 

6 the most relevant assessment of its potential health 

7 effects would be to actually present smoke to animals 

8 and allow them to inhale it. And this can be done in 

9 various ways, but essentially it — it amounts to 

10 generating smoke, putting animals either in a chamber 

11 or in a nose-only exposure apparatus, exposing them 

12 to the smoke, and measuring the concentration, et 

13 cetera, for some defined period of time, and then 

14 measuring various medical and biological end points 

15 in these animals to determine whether or not 

16 significant changes had occurred as a result of the 

17 exposure. 

18 Q. Okay. You told us the mouse skin-painting is 

19 tar? 

20 A. Yes. 

21 Q. The material in inhalation, is it tar or is it 

22 the smoke itself? 

23 A. It's whole smoke. 

24 Q. So mouse skin-painting is on the skin on the 

25 back of the animal? 
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1 A. Yes. 

2 Q. Inhalation tests the effects on what part of the 

3 organism? 

4 A. Well primarily the lung. 

5 Q. And mouse skin-painting looks for tumors forming 

6 on the back? 

7 A. Yes. 

8 Q. What is the disease end point that inhalation is 

9 looking for? 

10 A. Well hopefully it would be diseases that would 

11 be relevant to diseases associated with smoking in 

12 humans; namely, lung cancer, heart disease and 

13 respiratory diseases. So all these tissues and 

14 organs were examined for possible changes. 

15 Q. In your own view as a toxicologist. Dr. 
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16 Appleton, which of these two test procedures comes 

17 closest to replicating the human exposure? 

18 A. The inhalation experiments, of course. 

19 Q. Directing your attention to volume one, tab 17, 

20 which is demonstrative 1453, — 

21 A. Yes. 

22 Q. — is this a chart that again would assist you 

23 in describing — giving an overview of the history of 

24 inhalation bioassay research? 

25 A. Yes, it does. 
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1 


MR. BERNICK 

: Offer it as a demonstrative. 

2 

Your Honor. 


3 


MR. CIRESI: 

This has the same — 

4 


Is this contract 

research again? 

5 


MR. BERNICK 

: Actually it's — 

6 

BY 

MR. BERNICK: 


7 

Q. 

Dr. Appleton, does this reflect contract 

8 

research? 


9 

A. 

It reflects both 

. 

10 

Q. 

Does it reflect 

internal lab research? 

11 

A. 

Well for the internal work — 

12 


Yes, it reflects 

both internal as well as 

13 

contract research. 


14 

Q. 

Does it reflect 

outside publications? 

15 

A. 

Yes, it does. 


16 

Q. 

And again does it reflect work that's been done 

17 

by 

BATCo in this area 

? 

18 

A. 

Yes . 


19 


MR. BERNICK 

: Again we offer it as a 

20 

demonstrative. 


21 


MR. CIRESI: 

No objection. Your Honor. 

22 


THE COURT: 

Well I don't — 

23 


I wonder if you 

couldn't just delete that first 

24 

word, considering what he just testified. 

25 

Q. 

Well does this. 

Dr. Appleton, include internal 
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1 laboratory research? 

2 A. Yes, it does. 

3 Q. Okay. Does the title also refer to external 

4 trends? 

5 A. Well there is a time line depicted in red that 

6 refers to the time line of external research. 

7 Q. Okay. Does the title also refer to external 

8 trends? 


9 

A. 

Does 

the 

title refer to 

external trends? Yes. 

10 

Q. 

Okay 

And following the 

title, does the text of 

11 

the 

demonstrative also 

' pick up both internal research 

12 

and 

external 

trends? 



13 

A. 

Yes, 

it 

does. 



14 



MR. 

BERNICK: 

Okay. 

We offer it. Your 

15 

Honor. 





16 



MR. 

CIRESI: 

Well - 

- 

17 



THE 

COURT: 

Okay. 

So is all the research 

18 

internal 

then? 



19 



MR. 

BERNICK: 

I think the witness — 

20 



THE 

COURT: 

And the 

trends are external; is 
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21 

that correct? 



22 

MR. 

BERNICK: 

: No, it covers — I'm sorry 

23 

I'm sorry. 



24 

THE 

COURT: 

The title says "Internal 

25 

Research and 

External 

Trends," and I guess my 
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1 question is does this reflect internal research only, 

2 and external trends? 

3 MR. BERNICK: Reflects both. That's why we 

4 put both in the title. 

5 THE COURT: Okay. 

6 MR. CIRESI: Your Honor, then I would just 

7 object to the title. I think they just put the time 

8 line in, and it's commentary. 

9 THE COURT: I will allow it, but I think it 

10 should be clarified. I guess — I guess it's been 

11 clarified. 

12 MR. BERNICK: I'll be sure to clarify that 

13 with the witness. Your Honor. 

14 THE COURT: We'll receive 1453. 

15 BY MR. BERNICK: 

16 Q. Okay. And consistent with what Your Honor's 

17 just referred to. Dr. Appleton, the title talks about 

18 both internal scientific research and external 

19 trends? 

20 A. Yes. 

21 Q. And if we just want to take a snapshot of part 

22 of this — 

23 MR. BERNICK: Is there some reason this is 

24 not in color? 

25 (Discussion off the record.) 
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1 BY MR. BERNICK: 

2 Q. Let's use this instead. This is in color. 

3 As His Honor has referred to. Dr. Appleton, 

4 where I'm pointing, does this indicate external 

5 publications in the scientific literature? 

6 A. Yes. These studies that are pointing to the red 

7 time line above depict the external research time 

8 portion. 

9 Q. And on the blue line, is that the commercial 

10 research done by BATCo? 

11 A. Yes. 

12 Q. And does that include Battelle research that was 

13 done through a contract laboratory? 

14 A. Yes. 

15 Q. And does it also include research actually 

16 conducted at internal laboratories at Southampton? 

17 A. Yes, it does. 

18 Q. And Project ATLANTA HILTON, was that done at 

19 BATCo or was it done at B&W? 

20 A. That's Brown & Williamson work. 

21 Q. Okay. And if we take a look at the wider view, 

22 again is this an area where the initial — or the 

23 technique that's being used is a technique that was 

24 actually developed in the scientific literature 

25 before it was applied by B&W and BATCo? 
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1 A. Yes, it was. 

2 Q. Okay. At the time that it was applied by B&W 

3 and BAT — and BATCo, was it or was it not an 

4 authoritative and recognized procedure for conducting 

5 toxicology research regarding the effects of smoke? 

6 A. Well yes, of course it — it had been — it had 

7 proceeded for a number of years, was felt to be the 

8 most relevant technique, and again, this is why 

9 ultimately BATCo and B&W picked up — picked up this 


10 

technique 

as a way of 

measuring 

modified 

products. 

11 

Q. 

Okay 

And if we 

go back to 

Exhibit 

GC 0000002, 

12 

volume one, tab three 

— 



13 



MR. CIRESI: 

I think counsel needs a breath 

14 

of 

fresh 

air. Your Honor. 



15 



(Laughter.) 




16 



MR. BERNICK: 

: Probably 

true. 


17 



THE COURT: 

That was 2 

; was it 

, counsel? 

18 



MR. BERNICK: 

: Make no 

mistake 

about it, it 

19 

was 

2 . 





20 

BY 

MR. BERNICK: 




21 

Q. 

This 

is page 145. 

This is 

Dr. Wynder's article 

22 

again; is 

it not? 




23 

A. 

Yes . 





24 

Q. 

And 

in the same - 

— 



25 


In the next sentence after 

he talks 

about mouse 
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1 skin-painting, the mouse skin-paintings have not 

2 answered questions on the problem of respiratory 

3 carcinogenesis, does it go on to state that a 

4 bioassay on the respiratory system of a laboratory 

5 animal should be useful, provided that sufficient 

6 smoke aerosols can be delivered to the bronchial 

7 epithelium? 


8 

A. 

Yes . 


9 

Q. 

Is he talking again about 

inhalation studies? 

10 

A. 

Yes, he is. 


11 

Q. 

Project ATLANTA HILTON, was that actually 

12 

conducted at Brown & Williamson? 

13 

A. 

It was contract research 

that Brown & Williamson 

14 

coordinated. 


15 

Q. 

Fair enough. 


16 


And taking a look at what 

actually is a 

17 

plaintiffs' exhibit, 19333, is 

that a report through 

18 

the 

research department of the 

results from Project 

19 

ATLANTA HILTON? 


20 

A. 

Which tab is that? 


21 

Q. 

That's volume one, tab 16 

. 

22 

A. 

Yes. 


23 

Q. 

Is that a document that was generated and 

24 

maintained in the ordinary course of business at 

25 

Brown & Williamson? 
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1 

A. 

Yes . 
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2 MR. BERNICK: We offer it as a business 

3 record. Your Honor. 

4 MR. CIRESI: No objection. Your Honor. 

5 THE COURT: It will be received into 

6 evidence. 

7 BY MR. BERNICK: 

8 Q. It's very hard to read, but up at the top do we 

9 see that it comes out of the research department and 

10 relates to biological evaluations at Battelle 

11 Memorial Institute? 

12 A. Yes, it does. 

13 Q. Now there's a Battelle that's been discussed 

14 that did research for BATCo. Where was that Battelle 

15 lab located? 

16 A. I believe that was in Geneva. 

17 Q. And is this a different Battelle laboratory here 

18 in the United States? 

19 A. I believe so. 

20 Q. And what is the nature of the inhalation testing 

21 that was undertaken by Brown & Williamson under 

22 contract with Battelle? 

23 A. Well this particular test was a very short-term 

24 test. Animals would be exposed to smoke for maybe 

25 only a matter of a few hours, and then to see what 
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1 the acute toxic effects were. 

2 Q. Now when you say "acute toxic effects," what 

3 does "acute toxic effects" mean? 

4 A. It means effects that — that arise in a very 

5 short period of time; for example, if someone is 

6 poisoned, if they take a very large dose of something 

7 and get an immediate reaction, as opposed to chronic 

8 toxicity, which might be something like cancer or 

9 other types of end points like that. This is looking 

10 at only short-term effects. 

11 Q. Was this designed to look for cancer effects? 

12 A. No, it was not. 

13 Q. Now down at the bottom of the page, do we see 

14 some commentary on the basic results? 

15 A. Yes. 

16 Q. It says, "It was further agreed that measurement 

17 of acute toxicity of cigarette smoke does not provide 

18 meaningful information in a general sense. In 

19 particular, it does not fulfill our needs from either 

20 the product evaluation standpoint or for providing 

21 direction for future work." Do you see that? 

22 A. Yes, I do. 

23 Q. What was — 

24 What was the basis for that statement as you 

25 understood the results of the experiment? 
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1 A. Well again, just like with the JANUS work and 

2 the other BATCo work that we talked about, the 

3 purpose of this was a test to try to measure whether 

4 or not various design modifications in fact resulted 

5 in a — either an increase or a decrease in 

6 biological activity, with the ultimate hopes of 
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making a cigarette that would have reduced biological 

8 activity. What they found was this test really 

9 couldn't distinguish that. They — all the products 

10 tested about the same, so it couldn't distinguish 

11 between different products, so therefore provided no 

12 direction as to what modifications needed to be done. 

13 Q. Did some of the animals in this experiment die? 

14 A. Yes. 

15 Q. What did they die of? 

16 A. Most likely acute carbon monoxide poisoning. 

17 Q. Is that the — 

18 Is that one of the consequences that you can 

19 have in an acute study where you have intensive 

20 loading and death? 

21 A. Yes. 

22 Q. Anything that you can define about the long-term 

23 health effects of smoking on the basis of an 

24 experiment like this? 

25 A. No. 
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1 Q. Do you agree or disagree as a toxicologist with 

2 the conclusion that was reached and expressed in this 

3 paragraph? 

4 A. Yes. 

5 Q. Agree or disagree? 

6 A. Oh, I'm sorry. I agree with it. 

7 Q. Okay. Did Battelle develop its own program for 

8 conducting biological research through inhalation 

9 technique? 

10 A. Yes, they did. 

11 Q. And showing you Exhibit 1453, was a laboratory 

12 established at Southampton to conduct internal 

13 in-house and biological research involving inhalation 

14 exposures? 

15 A. Yes. 

16 Q. For about how long did that experimentation run? 

17 A. I think roughly 10 years. 

18 Q. Going back to the same questions that I asked 

19 you before, has the inhalation toxicology done with 

20 regard to cigarette smoke provided any consistent 

21 guidance on how to modify cigarettes? 

22 A. No, it has not. 

23 Q. Has the Surgeon General of the United States 

24 commented on the continued use of inhalation 

25 toxicology to do research into smoking and health? 
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1 A. Yes. Yes, he has. 

2 Q. I want to turn your attention to the 1982 

3 Surgeon General's report, which is at volume one, tab 

4 26. It's already in evidence as BYA000085. And 

5 direct your attention in particular to page 218. 

6 A. Yes. 

7 Q. At this point in the Surgeon General's report, 

8 does the Surgeon General comment on whether 

9 inhalation toxicology has succeeded in producing and 

10 replicating human-type cancers in significant numbers 

11 of laboratory animals? 
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A. Yes, it — it indicates that it has not been 
successful in producing human-type lung cancers and 
suggested it actually should receive a limited 
priority as a research goal. 

Q. Okay. It says, "Attempts to induce significant 
numbers of bronchogenic carcinoma" — 

What are bronchogenic carcinoma? 

A. The type of lung cancer that's associated with 
cigarette smoking. 

Q. In humans? 

A. Yes. 

Q. — "in laboratory animals were negative" — 

What does "negative" mean? 

A. It means that they couldn't find any. They 
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couldn't induce that type of end point. 

Q. — "in spite of major efforts with several 
species and strains. Neither rats nor hamsters nor 
baboons inhale cigarette smoke as deeply and 
intensely as the cigarette smokers who have provided 
the data with the consequences of their 'experiment' 
in the form of clinical evidence gathered by 
empidemiologists. In view of this compelling 
evidence, it appears that the experimental induction 
of bronchogenic carcinoma should receive limited 
priority as a research goal." 

Let me ask you something: Prior to this time 
had there been inhalation studies which had succeeded 
in some cases in producing bronchogenic carcinoma? 

A. There — there have been studies in rodents, 
usually using unusual models, where the authors 
report they had induced lung tumors in — in rodents. 
Q. Is the Surgeon General's report nonetheless 
correct in talking about significant numbers of 
bronchogenic carcinoma? 

A. Yes. 

Q. Okay. And what significance does this have? 

What is the ability to use inhalation toxicology to 
do product modification research if there are not 
significant numbers of bronchogenic carcinoma? 
STIREWALT & ASSOCIATES 

P. O. BOX 18188, MINNEAPOLIS, MN 55408 1-800-553-1953 

DIRECT EXAMINATION - B. SCOTT APPLETON 

11629 

A. Well it has limited value because there's no end 
point that we can measure to see whether or not our 
changes are in fact beneficial. There — there's no 
way to measure progress in — in the program that we 
have. 

Q. If you can't get a consistent result; that is, 
you can't — 

In mouse skin-painting, the result was tumors? 

A. Yes. 

Q. And you could make tumors from mouse 
skin-painting? 

A. Yes. 

Q. Depending upon changing the product one way or 
another, could you then see the effect on activity? 

A. In some cases, yes. 

Q. With respect to inhalation, was it even possible 
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to get 
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significant numbers of cancers 

to begin 
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with? 






19 


MR. 

CIRESI: 

Your Honor, — 



20 

A. No 

. 





21 


MR. 

CIRESI: 

— we've had a 

series 

of 

22 

leading 

questions. 




23 


THE 

COURT: 

Counsel. 



24 

Q. Was it or was it 

not possible to 

obtain 

that 

25 

result 

in inhalation? 
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1 A. It was not possible. 

2 Q. Did it remain authoritative as a procedure for 

3 measuring and doing product modification research? 

4 A. No, not if lung cancer was an end point. 

5 Q. Now there has been some discussion in this case 

6 of a study done by Dr. Auerbach. Are you familiar 

7 with the Auerbach study? 

8 A. Yes. 

9 Q. I want to direct your attention to Exhibit 

10 21905, already in evidence as volume one, tab 19. 

11 Are you familiar — 

12 Have you taken a look at this memo, which is in 

13 evidence? It's a Gallaher memo regarding the 

14 Auerbach experiment. 

15 A. Yes, I have. 

16 Q. And if you direct your attention to page three 

17 at the bottom, does it make a statement about the 

18 significance of the Auerbach work? 

19 A. Yes, it does. 

20 Q. It says, "To sum up, we are of the opinion that 

21 Auerbach's work proves beyond all reasonable doubt 

22 the causation of lung cancer by smoke, even though in 

23 an ideal situation it would have been preferable to 

24 avoid a surgical technique and to allow the animals 

25 to live out their life span. Nevertheless, there are 
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1 certain short-comings of the experiment and it is an 

2 easier one — it is easier to see these in 

3 hindsight." Do you see that? 

4 A. Yes, I do. 

5 Q. And likewise, taking a look at Plaintiffs' 

6 Exhibit 2211, which is at volume one, tab 20, and 

7 that's a memo by Dr. Hughes of Brown & Williamson, do 

8 you see that it, too, makes a statement that says, 

9 "All the above leads me to the view that correlation 

10 with the human is still way off; but I accept that 

11 significant tumorigenic conditions following 

12 inhalation have been achieved," do you see that? 

13 A. Yes. 

14 Q. Subsequent to the date of these internal memos, 

15 did the scientific community, the external scientific 

16 community assess the validity and significance of the 

17 Auerbach work? 

18 A. Yes, they did. 

19 Q. I want to direct your attention to Exhibit 

20 GM100472, it's at volume one, tab 25. Is this a 

21 publication of the National Academy of Sciences? 
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22 A. Yes. 

23 Q. Is it recognized as authoritative in your field 

24 of toxicology as concerns smoking and health? 

25 A. Yes. 
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1 MR. BERNICK: We offer it as a learned 

2 treatise. 

3 MR. CIRESI: May I ask, was it GM100472? 

4 MR. BERNICK: Correct. 

5 MR. CIRESI: No objection. Your Honor. 

6 THE COURT: Court will receive GM100472. 

7 BY MR. BERNICK: 

8 Q. It says here that this is a publication of the 

9 National Academy of Sciences. Could you tell the 

10 jury the authority and recognition that the National 

11 Academy of Sciences holds within the scientific 

12 community? 

13 A. Well it's very high. It's a very high — very 

14 high-level body of scientists that advise on various 

15 matters, in this case particulate polycyclic organic 

16 matter. 

17 Q. In turning to little iv, is there a list of some 

18 of the consultants? 

19 A. Yes. 

20 Q. And does that include again Dr. Hoffmann, who 

21 was recognized within the field of tobacco science? 

22 A. Yes. 

23 Q. And on page little v, do we see Paul Hammond, 

24 who was a department — in the department of 

25 physiology and pharmacology here at the — at the 
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1 College of Veterinary Medicine here at the University 

2 of Minnesota? 

3 A. Yes. 

4 Q. Incidentally, people who are specialists in 

5 veterinary medicine, does that often have a tie to 

6 doing toxicological research? 

7 A. Yes, because typically laboratory animals are 

8 employed in that, and so there's a need to have the 

9 technical support of veterinarians. 

10 Q. And turning to page 178, does this publication 

11 take on the question of whether Auerbach's work was 

12 valid or not? 

13 A. Yes. 

14 Q. It says, "The recent work of Auerbach and 

15 associates can be criticized on the following 

16 grounds," and then we go off onto the next page to a 

17 list of criticisms. We see the various criticisms 

18 were made here by these scientists taking a look at 

19 Auerbach's work? 

20 A. Yes. 

21 Q. Okay. "Controls not" — 

22 It says, "The controls were not subject to the 

23 same conditions as the smoking dogs - although they 

24 had tracheostomies, they were not made to 'smoke' 

25 unlighted cigarettes, and they were not made to 
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1 stand." 

2 Number two, "The smoking dogs had intercurrent 

3 infections, and some were given antibiotic treatment 

4 for those complications." 

5 Was that the subject of some later publication; 

6 that is, the infection of the smoking dogs? 

7 A. Yes. 

8 Q. Would that have affected the validity of the 

9 experiment? 

10 A. It may have, depending upon the infection and 

11 depending upon which drugs were used to treat the 

12 infection. 

13 Q. It says, number three, "At least two smoking 

14 dogs had evidence of aspiration of food, and another 

15 animal had lesions replete with 'brown pigment and 

16 fat."' 

17 Number four, "Two control animals had 

18 bronchiolo-alveolar tumors at the age of 

19 approximately 5 years, although they must be 

20 extremely rare in dogs of this age." 

21 Those are the criticisms that were made? 

22 A. Yes. And that fourth one is particularly 

23 noteworthy in light of additional criticisms 

24 particularly related to the infection that was 

25 eventually discussed relating to this study. 
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1 Q. Okay. This Auerbach study on the smoking dogs, 

2 was this rejected for publication by the New England 

3 Journal of Medicine and the Journal of the American 

4 Medical Association when it was submitted for 

5 publication? 

6 MR. CIRESI: Objection. Objection, Your 

7 Honor, counsel is testifying, there's no foundation. 

8 THE COURT: Sustained. 

9 BY MR. BERNICK: 

10 Q. Could you tell us whether or not — what the 

11 publication sequence was with the Auerbach study when 

12 it was offered for publication in those journals? 

13 MR. CIRESI: Objection, there is no 

14 foundation. He did not serve on any editorial 

15 boards. He's not qualified to give such testimony. 

16 THE COURT: You'll have to lay a foundation 

17 for that, counsel. 

18 BY MR. BERNICK: 

19 Q. Turn to, if you would. Dr. Appleton — 

20 THE COURT: Counsel. 

21 MR. BERNICK: I'm sorry. Oh, okay. Let me 

22 ask one question more. Just one. 

23 THE COURT: One. 

24 MR. BERNICK: And — and then I'll save the 

25 rest of Auerbach for Tuesday. Let me just ask this 
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1 one question. 

2 BY MR. BERNICK: 
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3 Q. At the time of the 1982 Surgeon General's report 

4 when the statement was made that we showed to the 

5 jury before, this statement, have the criticisms of 

6 the Auerbach study by the outside scientific 

7 community been expressed so that the validity of the 

8 Auerbach study could be the subject of commentary by 

9 the Surgeon General? 

10 MR. CIRESI: Objection, Your Honor, there's 

11 no foundation for that. Counsel is testifying. 

12 THE COURT: You'll have to lay a 

13 foundation. 

14 BY MR. BERNICK: 

15 Q. The criticisms of the Auerbach study that you've 

16 reviewed for us, were they or were they not available 

17 by the time the Surgeon General had the opportunity 

18 to comment on what the inhalation data in this area 

19 showed? 

20 MR. CIRESI: Objection, Your Honor, there's 

21 no foundation. Let's get the documents. 

22 THE COURT: You'll have to lay foundation 

23 to the documents in the study, counsel. 

24 MR. BERNICK: Well what about the studies 

25 we just talked about? 
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1 THE COURT: Are you addressing the court, 

2 counsel, or are you addressing the witness? 

3 MR. BERNICK: I'm sorry. 

4 BY MR. BERNICK: 

5 Q. The study that we just talked about that we just 

6 quoted the criticisms from, — 

7 A. Yes. 

8 Q. — was that published in 1972 by the National 

9 Academy of Sciences? 

10 A. Yes. 

11 Q. And were the criticisms made by the National 

12 Academy of Sciences now part of the published 

13 scientific literature so that the Surgeon General 

14 could talk authoritatively about the inhalation data 

15 in this area? 

16 MR. CIRESI: Objection, Your Honor, there's 

17 no connection between the two. This is talking about 

18 significant numbers. He's trying to connect that up 

19 with the Auerbach-Hammond. 

20 MR. BERNICK: That's exactly what I'm 

21 asking the witness to do. Your Honor, is to comment 

22 on the significance of the criticisms of the Auerbach 

23 study in relation to the statements made by the 

24 Surgeon General in 1982. 

25 MR. CIRESI: If — 
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1 THE COURT: You'll have to lay a foundation 

2 for that. You can certainly — 

3 He can comment on the National Academy and he 

4 can comment on this, but if you're going to tie the 

5 two together, you'll have to lay some foundation. 

6 BY MR. BERNICK: 

7 Q. As a toxicologist. Dr. Appleton, do you as a 
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toxicologist consider the effect of reliability 
issues on the validity of toxicology research? 

A. Yes, of course. 

Q. And was the Surgeon General in 1982 making a 
commentary on what the reliable evidence showed at 
that point in time in 1982 concerning the results of 
inhalation research? 

A. Yes. 

MR. CIRESI: Objection — excuse me, sir. 
Objection, calls for conclusion and speculation. The 
Surgeon General's report speaks important itself and 
cites what it relies on. Your Honor. 

THE COURT: Okay. 

MR. BERNICK: Surgeon General must — 

THE COURT: Does it cite — 

Does it cite the National Academy, counsel, do 
we know? 

MR. BERNICK: I don't know — I think it's 
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a multi-hundred page document. I don't have that 
particular citation. I mean my question, I think, is 
very straightforward. 

Q. Does the Surgeon General's report in 1982 
comment on the Surgeon General's understanding of the 
state of science concerning inhalation toxicology at 
the time? 

A. Yes. 

Q. And is that the statement that we see here? 

A. Yes, it is. 

MR. BERNICK: That's all for now. Your 

Honor. 

THE COURT: All right. We'll recess at 
this time, and have a nice weekend. The jury is to 
report Tuesday morning at 9:30, and counsel is to 
report Monday afternoon at 1:30. 

Yes, counsel. 

THE COURT: Can I see Your Honor at the 
side-bar for just a moment after the jury leaves? 

THE COURT: All right, you may. 

THE CLERK: Court stands in recess. 

(Jury leaves the courtroom.) 
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(Side-bar discussion as follows:) 
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(Side-bar discussion concluded.) 
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